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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Service 

42  CFR  Parts  122  and  123 

Health  Systems  Agency  and  State 
Health  Planning  and  Development 
Agency  Reviews*Certificate  of  Need 
Programs 

agency:  Public  Health  Service,  HEW. 
action:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Assistant  Secretary  for 
Health,  with  the  approval  of  the 
Secretary  of  Health,  Education,  and 
Welfare,  proposes  to  amend  the 
regulations  governing  certificate  of  need 
reviews  by  State  health  planning  and 
development  agencies  (State  Agencies) 
and  health  systems  agencies  (HSAs). 
The  proposed  regulations  would 
implement  amendments  to  the  Public 
Health  Service  Act  made  by  the  Health 
Planning  and  Resources  Development 
Amendment  of  1979  (Pub.  L  96^79). 
Under  the  amended  provisions  of  the 
Public  Health  Service  Act,  the  planning 
agencies  are  required  to  review  and 
determine  the  need  for  proposed  capital 
expenditures,  institutional  health 
services  and  major  medical  equipment. 
These  regulations  set  forth  proposed 
requirements  for  satisfactory  certificate 
of  need  programs.  Interested  persons  are 
invited  to  submit  written  comments  and 
recommendations  concerning  these 
proposed  rules,  as  well  as  suggestions 
for  alternative  methods  of  implementing 
any  of  the  provisions  of  the  amendments 
that  affect  the  requirements  for 
certificate  of  need  programs.  The 
Secretary  has  concluded  that  these 
regulations  are  policy  significant. 

DATE:  The  Secretary  will  consider 
comments  received  on  or  before  May  27, 
1980. 

ADDRESS:  Interested  persons  may 
submit  written  comments  and 
reconunendations  on  the  proposed 
regulations  to:  Colin  C.  Rorrie,  Jr.,  Ph.  D., 
Director.  Bureau  of  Health  Planning, 

3700  East-West  Highway,  Room  6-22, 
Hyattsville,  Maryland  20782. 

All  comments  received  in  timely 
response  to  this  document  will  be 
considered  and  will  be  available  for 
public  inspection  at  the  above  address 
between  the  hours  of  8:30  a.m.  and  5 
p.m.,  Monday  through  Friday. 

FOR  FURTHER  INFORMATION  CONTACT: 
Carol  M.  Larson,  Chief,  Certification 
Programs  Branch,  Division  of  Regulatory 
Activities,  Bureau  of  Health  Planning, 
3700  East-West  Highway,  Room  6-50, 


Hyattsville,  Maryland  20782.  (301)  436- 
6140. 

SUPPLEMENTARY  INFORMATION:  The 

present  regulations  governing  certificate 
of  need  programs  (42  CFR  122.301  et  seg. 
and  123.401  et  seg.,  44  FR 19315-26)  are 
proposed  to  be  revised  to  implement 
recent  changes  to  Title  XV  of  the  Public 
Health  Service  Act  ("the  Act”)  that 
affect  the  requirements  for  those 
programs. 

Tliese  changes  were  enacted  by  the 
Health  Planning  and  Resources 
Development  Amendments  of  1979  (Pub. 
L.  96-79). 

Under  section  1523(a)(4)(B)  of  the  Act 
as  amended.  State  Agencies  are 
required  to  administer  certificate  of 
need  programs  which  (1)  apply  to  the 
obligation  of  capital  expenditures,  the 
offering  of  new  institutional  health 
services,  and  the  acquisition  of  major 
medical  equipment,  and  (2)  are 
consistent  with  standards  established 
by  the  Secretary  by  regulation.  Given 
the  changes  to  ^e  statutory 
requirements  for  these  programs  under 
Title  XV  of  the  Act,  it  is  necessary  that 
the  Secretary  revise  the  present 
regulations  to  permit  States  to  comply 
with  the  amended  statute. 

The  changes  made  by  Pub.  L.  96-79  to 
the  existing  certificate  of  need  program 
are  primarily  technical  in  nature.  Tlie 
basic  requirements  for  satisfactory 
certificate  of  need  programs,  which  were 
established  by  the  National  Health 
Planning  and  Resources  Development 
Act  of  1974,  have  been  retained.  Building 
on  the  structure  of  the  existing 
certificate  of  need  program,  these 
statutory  amendments  (1)  expand  the 
procedural  requirements,  (2)  add  several 
criteria  to  those  that  health  planning 
agencies  must  consider  in  their  review 
of  applications,  and  (3)  clarify,  with 
some  changes,  the  projects  for  which 
certificate  of  need  approval  must  be 
obtained.  Accordingly,  the  Secretary 
believes  the  economic  impact  of  the 
regulations  implementing  these  statutory 
changes  will  be  minimal. 

On  February  22, 1980,  the  Secretary 
published  in  the  Federal  Register  a 
Notice  which  included  information  to 
assist  State  legislatures  in  the 
development  of  certificate  of  need 
legislation  (see  45  FR  12174).  The 
Secretary  provided  guidance  at  that  time 
because  many  legislatures  have  a 
limited  amount  of  time  during  which 
new  legislation  may  be  introduced  and 
enacted.  In  the  February  22  Notice,  the 
Secretary  suggested  that  State 
legislatures  begin  to  develop  (or  revise) 
their  certificate  of  need  legislation  on 
the  basis  of  the  statutory  language  of 
Pub.  L.  96-79  and  the  material  provided 


in  that  Notice.  The  Secretary  also  stated 
in  that  Notice  an  intention  to  publish 
regulations  in  interim  final  form  within  a 
few  weeks,  believing  that  final 
regulations  would  best  aid  State 
legislatures  in  enacting  or  revising  their 
certificate  of  need  statutes.  However, 
after  the  Notice  was  published,  many 
individuals  and  groups  were  vocal  in 
their  concerns  about  this  course  of 
action  and  argued  that  final  regulations 
should  not  be  adopted  (even  if  subject  to 
public  comment  and  possible  revision) 
without  a  prior  public  comment  period. 
Accordingly,  the  Secretary  has  decided 
that  the  public  interest  will  be  better 
served  by  allowing  public  comment  on 
these  proposed  rules  before  issuing  final 
regulations. 

The  Secretary  recognizes  that  the 
publication  at  this  time  of  proposed, 
rather  than  final,  rules  does  not  provide 
State  legislatures  with  definitive 
guidance  on  how  the  statutory 
provisions  will  bejnterpreted. 
Accordingly,  she  repeats  the  suggestion 
made  in  the  February  22  Notice  that 
States  develop  or  revise  their  certificate 
of  need  legislation  on  the  basis  of  the 
statutory  language  of  Pub.  L.  96-79  (set 
out  in  Appendix  II  of  the  February  22 
Notice)  and  leaves  their  State  Agencies 
sufficient  administrative  flexibility  to 
comply  with  the  Department’s  final 
regulations.  For  example,  at  least  one 
State  legislature  has  enacted  a 
certificate  of  need  bill  that  incorporates 
some  of  the  Federal  statutory  provisions 
and  authorizes  the  State  Agency  to 
adopt  regulations  to  implement  the 
certificate  of  need  program.  Another 
approach  would  be  for  the  State 
legislatures  to  incorporate  the  Federal 
statute  by  reference  and  either  do  the 
same  for  the  forthcoming  Federal 
regulations  or,  as  suggested  above, 
permit  the  State  Agency  to  take  the 
necessary  action  to  comply  with  those 
regulations. 

States  Agencies  are  required,  among 
other  things,  ta  administer  satisfactory 
certificate  of  need  programs  in  order  to 
be  fully  designated  under  section 
1521(b)(3)  of  the  Act.  The  continued 
eligibility  of  the  State  and  of  entities 
wnlthin  the  State  for  certain  Federal 
health  funding  depends  on  there  being  a 
fully  designated  State  Agency  by  a  date 
determined  by  the  State’s  legislative 
schedule.  This  date,  hereafter  referred  to 
as  the  "effective  date,”  is  for  most 
States  one  year  after  the  start  of  the  first 
State  legislative  session  which  begins 
after  October  4, 1979,  so  that  this 
effective  date  for  most  States  will  be  in 
January,  1981.  For  some  States,  however, 
the  effective  date  may  be  as  early  as 
October  4, 1980. 
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There  have  been,  over  time,  several 
statutory  and  regulatory  amendments 
modifying  the  requirements  for 
satisfactory  certificate  of  need 
programs,  each  amendment  with  its*  own 
effective  dates.  Because  of  the  confusion 
which  this  may  engender,  the  Secretary 
has  attached  to  this  document  an 
Appendix  (substantially  the  same  as 
Appendix  I  of  the  February  22  Notice) 
which  describes  each  set  of 
requirements,  discusses  how  they  are 
related  to  each  other,  and  explains  how 
these  requirements  relate  to 
requirements  for  designation  of  State 
Agencies  under  section  1521  of  the  Act. 
In  particular,  the  Appendix  discusses  in 
detail  requirements  for  full  designation 
before  a  State’s  effective  date. 

When  Title  XV  of  the  Act  was 
originally  enacted  by  Pub.  L  93-641  in 
1975,  Congress  provided  that  in  addition 
to  reviews  under  certificate  of  need 
programs  (section  1523(a)(4)(B)  of  the 
Act),  State  Agencies  were  authorized  to 
conduct  other  reviews  of  new 
institutional  health  services  (section 
1523(a)(5)).  These  latter  reviews  were  to 
be  in  substance  and  procedures  the 
same  as  certificate  of  need  reviews, 
except  that  they  could  be  performed 
before  a  State  had  authority  under  State 
law  to  impose  sanctions  against  an 
applicant  who  proceeded  to  offer  a  new 
institutional  health  service  without  a 
certificate  of  need.  Because  all  States 
will  have  this  authority  when  they 
comply  with  the  certificate  of  need 
regulations,  there  is  no  need  to  refer  in 
these  proposed  regulations  to  reviews 
under  section  1523(a)(5).  Accordingly, 
the  Secretary  has  deleted  all  such 
references  fi‘om  the  proposed 
regulations. 

This  dociunent  proposes  to  revise  the 
regulations  for  both  HSA  and  State 
Agency  reviews  under  certificate  of 
need  programs  (Part  122,  Subpart  D,  and 
Part  123,  Subpart  E,  respectively). 

Except  where  otherwise  noted, 
discussion  in  this  Preamble  of 
provisions  in  the  State  Agency 
regulations  applies  to  HSA  reviews  as 
well.  Where  feasible,  the  HSA 
regulations  are  proposed  to  be 
shortened  by  replacing  repetitive 
provisions  with  appropriate  cross- 
references  to  the  State  Agency 
regulations. 

Set  forth  below  is  a  summary  of  the 
major  proposed  changes  to  the 
regulations.  In  addition  to  the  changes 
noted,  the  Secretary  has  proposed  a 
number  of  editorial  and  conforming 
changes  necessary  to  comply  with  either 
the  amended  provisions  of  the  statute  or 
the  drafting  principles  of  the 
Department’s  Operation  Common  Sense. 


In  this  regard,  the  Secretary  invites 
public  suggestions  on  how  the 
regulations  can  be  further  simplified  and 
clarified. 

Definition  of  Health  Care  Facilities 
(§  123.401) 

To  be  reviewable,  "capital 
expenditures’’  must  be  made  by  or  on 
behalf  of  health  care  facilities.  Similarly, 
health  services  are  reviewable  if  they 
are  provided  in  or  through  health  care 
facilities.  The  amended  Act,  at  section 
1531(5),  specifies  that  the  definition  of 
"health  care  facility”  must  include,  at  a 
minimum,  public  and  private  hospitals, 
nursing  homes,  and  rehabilitation 
facilities.  The  Secretary  proposes  to 
define  “health  care  facilities”  to  mean 
public  and  private  hospitals, 
rehabilitation  facilities,  intermediate 
care  facilities  and  skilled  nursing 
facilities,  ambulatoiy  surgical  facilities, 
and  kidney  disease  treatment  centers. 
This  definition  would  add  rehabilitation 
facilities  (required  by  the  amended 
statute),  to  the  definition  of  health  care 
facility  used  in  the  present  certificate  of 
need  regulations.  States  may  require 
reviews  of  proposals  by  other  facilities 
if  they  wish  to  do  so  (but  see  §  123.405 
of  the  proposed  regulations  for 
limitations  on  coverage  of  health 
maintenance  organizations  (HMOs)  and 
facilities  of  HMOs,  and  §  123.401, 
proposing  to  exclude  Christian  Science 
sanatoriums). 

Scope  of  Certificate  of  Need  Review 
Programs  (§  123.404) 

Section  1523(a)(4)(B)  of  the  Act  has 
been  revised  and  now  requires  each 
State  Agency  to  administer  a  State 
certificate  of  need  program  which 
applies  to  the  obligation  of  capital 
expenditures,  the  offering  of  new 
institutional  health  services,  and  the 
acquisition  of  major  medical  equipment. 
Under  the  Act,  the  State  Agency,  after 
considering  the  reconunendations  of  the 
appropriate  HSA,  must  review  and 
determine  the  need  for  proposed 
obligations,  offerings,  and  acquisitions. 
Section  1527  of  the  Act  sets  out  further 
requirements  for  these  programs. 

Section  1531  of  the  Act  contains 
statutory  definitions,  and  section  1532 
deals  with  required  review  procedures 
and  criteria.  Details  of  the  proposed 
regulations  implementing  the  statutory 
requirements  for  coverage  of  certificate 
of  need  proposals  are  as  follows: 

A.  Capital  Expenditures  that  Exceed  the 
Expenditure  Minimum  (§  123.404(a)(1)) 

Existing  certificate  of  need  regulations 
require  that  capital  expenditures  by  or 
on  behalf  of  a  health  care  facility  in 
excess  of  $150,000  be  subject  to 


certificate  of  need  review.  The  amended 
Act  requires  (at  section  1531(6)(B)(ii)(I]) 
that  capital  expenditures  in  excess  of 
the  “expenditure  minimum  be 
reviewed.”  Section  1531(6)(B)(ii)^) 
further  specifies  that  the  expen^ture 
minimum  (presently  $150,000)  may,  at 
the  State’s  discretion,  be  adjusted 
annually  to  reflect  the  change  in  an 
index  maintained  or  developed  by  the 
Department  of  Commerce  and 
designated  by  the  Secretary  in 
regulation  to  make  this  adjustment.  (See 
the  definition  of  “expenditure  minimum” 
at  §  123.401.)  The  Secretary  is  proposing 
to  designate  the  Department  of 
Commerce  Composite  Construction  Cost 
Index  as  the  index  to  be  used  to  adjust 
the  expenditure  minimum  for  capital 
expenditures,  and  would  advise  the 
State  Agencies  annually  of  the  change  in 
that  index. 

B.  Bed  Capacity  (§  123.404(a)(2)) 

The  Act  as  amended  specifies  that 
any  capital  expenditure  which 
“substantially  changes  the  bed 
capacity”  of  a  health  care  facility  is 
subject  to  certificate  of  need  review. 

(See  section  1531(6)(B)(ii)(II).)  The 
Secretary  is  proposing  to  define  a 
capital  expenditure  which  “substantially 
changes  the  bed  capacity”  of  a  facility 
as  a  capital  expenditure  which  increases 
or  decreases  the  total  number  of  beds 
(or  distributes  beds  among  various 
categories,  or  relocates  beds  fi-om  one 
physical  facility  or  site  to  another)  by 
ten  beds  or  ten  percent  This  definition 
retains  the  existing  requirement  of 
§  123.404(a)(3)  that  increases  of  more 
than  ten  beds  or  ten  percent  whichever 
is  less,  over  a  two-year  period,  must  be 
reviewed,  and  uses  the  same  standard 
of  ten  beds  or  ten  percent  for  bed 
decreases.  However,  unlike  the  present 
regiilations,  the  proposed  regulations 
require  reviews  of  these  bed  changes 
only  when  they  result  from  a  capital 
expenditure. 

C.  Health  Services  (§  123.404(a)(3)) 

Whereas  in  existing  certificate  of  need 
regulations  only  additions  of  health 
services  are  subject  to  certificate  of 
need  review,  the  Secretary  is  now 
proposing  to  require  that  additions  and 
terminations  of  health  services  must  in 
certain  cases  be  reviewed.  In  general, 

(1)  the  addition  of  a  new  service  would 
be  required  to  be  reviewed  if  it 
constitutes  the  offering  of  a  new 
“institutional  health  service”  as  defined 
by  section  1531(5),  and  (2)  a  capital 
expenditure  would  be  required  to  be 
reviewed  if  it  “substantially  changes  the 
services  of  a  facility”  (see  section 
1531(6)(B)(ii)(in)). 
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Section  1531(5)  defines  an 
“institutional  health  service”  as  a  health 
service  which  is  provided  through  a 
health  care  facility  and  which  entails  an 
annual  operating  cost  of  at  least  the 
“expenditure  minimum”  (presently 
$75,000,  which  figure  may  be  adjusted  at 
the  State's  option  on  a  yearly  basis 
using  an  index  designated  by  the 
Secretary:  see  the  definition  of  this  term 
at  §  123.401).  The  Secretary  is  proposing 
to  define  a  “health  service”  as  a 
clinically  related  (i.e.,  diagnostic, 
treatment  or  rehabilitative)  service.  In 
addition,  the  Secretary  is  proposing  to 
define  the  offering  of  a  new  institutional 
health  service  as  the  addition  of  a  health 
service  not  provided  in  or  through  the 
facility  within  the  previous  twelve 
months.  Because  administrative  services 
and  other  non-clinical  services  are  not 
“health  services,”  the  offering  of  these 
non-clinically  related  services  would  not 
be  required  to  be  subject  to  review  as  an 
“institutional  health  service,”  although  it 
may  be  reviewable  if  it  results  from  a 
capital  expenditme  exceeding  the 
expenditure  minimum.  The  index  to  be 
used  to  adjust  the  operating  cost 
expenditme  minimum  for  institutional 
health  services  has  not  been  proposed  in 
these  regulations.  The  Secretary  is 
currently  considering  which  index 
would  be  most  suitable  for  this  purpose 
and  invites  public  comment  on  this 
matter.  The  index  selected  will  be 
designated  by  regulation. 

The  Secretary  is  proposing  to  define  a 
capital  expenditure  which  “substantially 
changes  the  services  of  a  facility”  as  any 
capital  expenditure  which  resdts  in  the 
addition  of  a  clinically  related  service 
not  provided  in  or  through  the  facility 
wit^  the  previous  twelve  months,  or 
the  termination  of  a  service  which  had 
previously  been  provided  in  or  through 
the  facility. 

In  summary,  the  Secretary  proposes  to 
require  certificate  of  need  coverage  of 
health  services  as  follows: 

(1)  The  addition  of  a  health  service 
must  be  reviewed  if  it  either  results  firom 
a  capital  expenditiue  (in  any  amount)  or 
entails  an  annual  operating  cost  of  at 
least  $75,000. 

(2)  The  termination  of  a  health  service 
must  be  reviewed  if  it  results  fi'om  a 
capital  expenditure  (in  any  amount). 

A  State  may.  of  course,  impose 
stricter  coverage  requirements  and 
subject  a  health  service  to  certificate  of 
need  review  regardless  of  whether  it 
involves  a  capital  expenditure  or  an 
annual  operating  cost  of  at  least  $75,000. 
In  addition,  a  State  may  broaden  its 
definition  of  “health  service”  to  include 
services  which  are  not  clinically  related. 


D.  Major  Medical  Equipment 
(S  123.404(a)(4)) 

The  Act,  as  amended,  requires 
certificate  of  heed  coverage  of  major 
medical  equipment  (Section  1527(e).) 
Major  medical  equipment  not  located4n 
or  owned  by  a  health  care  facility  must 
be  reviewed  if  the  equipment  will  be 
used  to  provide  services  for  inpatients  of 
a  hospital. 

Hie  Secretary  is  proposing  in  these 
regulations  that  equipment  need  not  be 
subject  to  review  if  it  is  intended  to  be 
used  to  provide  services  to  inpatients  of 
a  hospital  only  on  an  occasional  and 
irregidar  basis.  This  approach 
recognizes  that  under  certain 
circumstances  major  medical  equipment 
which  does  not  ordinarily  serve 
inpatients  of  a  hospital  may  be  diverted 
for  a  period  of  time  to  provide  services 
for  inpatients  of  a  hospital  These 
circumstances  may  arise  as  a  result  of 
natural  disastess,  major  accidents,  or 
equipment  failures.  Other  situations  in 
which  use  of  the  equipment  for  hospital 
inpatients  is  both  occasional  and 
irregular  would  also  be  permitted 
without  a  certificate  of  need.  Thus,  a 
State  program  which  proposes  to 
exempt  from  review  equipment  which 
wiU  serve  inpatients  on  the  basis  of  a 
specific  maximum  percentage  or  number 
of  procedures  to  inpatients  would  not  be 
satisfactory  because  it  would  not  satisfy 
the  limitation  that  the  use  also  be 
irregular. 

In  addition  to  major  medical 
equipment  to  be  owned  by  or  located  in 
a  health  care  facility  or  for  inpatient  use, 
a  certificate  of  need  will  be  required 
where  a  person  fails  to  file  a  notice  of 
intent  to  acquire  the  equipment  at  least 
30  days  before  entering  into  a  contract 
to  do  so.  (Section  1527(e)(2).) 

Under  section  1527(e)(1)(B),  a  State 
program  may  have  coverage  of  major 
mescal  equipment  broader  than  that 
described  above,  if  it  adopts  the  broader 
coverage  by  September  30, 1982.  Any 
State  which  acts  by  that  date  to  broaden 
this  coverage  may  retain  the  broader 
coverage. 

E.  Acquisitions  of  Existing  Facilities 
(§  123.404(a)(5)) 

The  amended  Act  specifies  (at  section 
1527(d))  that  acquisitions  of  e^dsting 
health  care  facilities  need  only  be 
reviewed  if  a  notice  of  intent  is  not  filed, 
or  if  the  acquisition  will  result  in  a 
change  in  the  services  or  bed  capacity  of 
the  facility  to  be  acquired.  The  ^cretary 
notes  that  States  may,  if  they  choose, 
cover  additional  (or  all)  acquisitions  of 
health  care  facilities,  in  which  case, 
because  a  regular  certificate  of  need 
would  be  required,  a  notice  of  intent 
would  not  be  required.  States  might 


consider  extending  their  coverage  to  all 
acquisitions  if  they  believe  that 
acquisitions  may  be  likely  to  lead  to 
higher  health  care  costs  for  consmners 
and  third-party  payors.  In  addition, 
capital  expenditures  for  acquisitions  of 
health  care  facilities  are  reviewable 
under  section  1122  of  the  Social  Security 
Act  in  States  that  participate  in  the 
section  1122  program. 

F.  Subsequent  Reviews  (8  123.404(d)) 

The  Secretary  is  proposing  to  require 
subsequent  reviews  under  certain 
circumstances.  The  proposed  regulations 
specify  that  after  a  certificate  of  need  is 
granted  for  a  capital  expenditiue  which 
exceeds  the  expenditure  minimum  or 
substantially  changes  the  services  or 
bed  capacity  of  a  health  care  facility,  if 
the  facility  proposes  to  change  an 
approved  activity  within  one  year  after 
the  date  that  activity  is  imdertaken,  the 
cltange  in  the  activity  must  be  reviewed. 
Examples  of  this  required  coverage  are 
listed  at  §  123.404(d)(1)  of  these 
proposed  regulations.  This  section 
would  not  prevent  a  State  fi*om  covering 
proposed  dianges  to  approved  activities 
that  are  made  beyond  the  one  year 
period.  State  law  may,  of  course, 
provide  for  a  period  longer  than  one 
year.  In  addition.  State  law  may  permit 
the  State  Agency  to  cover  subsequent 
changes  to  approved  projects  that  are 
made  in  an  attempt  to  avoid  certificate 
of  need  review. 

The  Secretary  is  also  proposing  to 
require  subsequent  reviews  under 
certain  circumstances  if  a  person 
acqiiires  major  medical  equipment  not 
located  in  a  health  care  facility  or 
acquires  an  existing  health  care  facility 
without  obtaining  a  certificate  of  need, 
after  filing  the  notice  of  intent  required 
by  §  123.406(a)  or  (b).  Specifically,  under 
the  proposed  regulations,  if  a  person 
who  acquired  major  medical  equipment 
proposes  at  any  time  to  use  that 
equipment  to  serve  inpatients  of  a 
hospital  (on  more  than  an  occasional 
and  irregular  basis),  the  proposed 
change  in  service  must  be  reviewed. 
Similarly,  if  a  person  acquired  an 
existing  health  care  facility  after  filing  a 
notice  of  intent  and  proposes  to  change 
within  one  year  of  the  acquisition  (or 
any  longer  period  of  time  established 
under  the  State  program)  the  services  or 
bed  capacity  of  the  facility,  the 
proposed  change  must  be  reviewed. 

G.  Refinancing  Activities 

While  refinancing  activities  are  not 
separately  described  in  the  regulations, 
a  certificate  of  need  may  be  required 
when  a  health  care  faciUty  refinances  an 
existing  debt  Certain  costs  may  be 
incurred  when  a  debt  is  refinanced,  e.g., 
underwriters'  expenses,  attorneys'  fees. 
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and  printing  costs.  If  these  costs  are 
capital  expenditures,  as  defined  in 
$  123.401  of  the  proposed  regulations, 
and  exceed  the  expenditure  minimiun,  a 
certificate  of  need  would  be  required 
before  the.  facility  (or  a  person  acting  on 
its  behalf)  incurs  an  obligation  for  the 
capital  expenditure.  A  health  care 
facility  might  seek  financing  both  to 
refinance  existing  debt  and  to  fund  new 
activities.  For  a  capital  expenditure 
which  is  only  for  refinancing  of  existing 
debt  and  will  result  in  a  net  savings  to 
the  facility,  the  Secretary  encourages 
State  Agencies  and  HSAs  to  conduct 
expedited  reviews  of  the  expenditure 
(which  may  require  obtaining  an 
exception,  under  $  123.411,  to  required 
procedures).  If  the  capital  expen^ture 
will  include  financing  of  new  activities, 
the  State  Agency  would  be  required  to 
conduct  standard  reviews  imder 
§  123.404  or  S  123.405  to  the  extent  that 
these  new  activities  result  in  the 
“obligation  of  capital  expenditures, 
offering  of  institutional  health  services, 
or  acquisition  of  major  medical 
equipment” 

Health  Maintenance  Organizations 
(HMOs)  (S  123.405) 

The  Secretary  is  proposing  to  add  a 
new  section,  S  123.405,  “Health 
Maintenance  Organizations  (HMDs),”  to 
the  regulations  because  of  significant 
changes  made  by  the  1979  Amendments 
with  respect  to  coverage  of  HMOs  and 
certain  HMO  facilities.  In  addition  to 
changes  in  coverage,  section  1527(b)  of 
the  Act  states  conditions  which,  if  met, 
require  the  State  to  exempt  projects 
firom  review.  Although  separate 
coverage  of  HMOs  is  no  longer  required 
(and  in  fact  is  not  permitted),  under  the 
proposed  regulations  coverage  of  (1) 
activities  undertaken  by  or  on  behalf  of 
an  inpatient  health  care  facility  owned 
or  controlled  by  an  HMO,  and  (2)  the 
acquisition  of  major  medical  equipment 
by  HMOs  is  the  same  as  for  any  other 
entity  (to  the  extent  that  these  activities 
are  not  exempt).  The  Secretary  notes 
that  the  method  of  payment  for  services 
(i.e.,  pre-paid  or  fee-for-service)  is  not 
relevant  in  determining  whether  an 
activity  is  subject  to  certificate  of  need 
review.  In  cases  where  HMO  facilities 
and  equipment  are  reviewed,  section 
1527(b)(5)  limits  the  criteria  which 
agencies  may  use  in  conducting  those 
reviews.  Several  examples  of  the  new 
proposed  coverage  provisions  are 
included  as  an  explanatory  note,  set 
forth  after  $  123.405(a)  of  die  proposed 
regulations. 

Section  123.403(e)  would  require  the 
State  Agency  to  approve  or  disapprove 
an  application  fi'om  an  HMO  for  an 
exemption  on  the  basis  of  procedures 


and  criteria  it  has  adopted.  The 
Secretary  encourages  State  Agencies  to 
expedite  reviews  of  exemption 
applications.  Because  an  HMO’s 
entitlement  to  an  exemption  is  based  on 
meeting  the  conditions  at  section 
1527(b)(1)  of  the  Act  (also  found  at 
S  123.405(b)(1)),  and  a  State  Agency’s 
determination  whether  these  conditions 
are  met  will  be  a  simple  exercise,  the 
Secretary  suggests  that  the  State  Agency 
include  in  its  procedures  a  requirement 
that  it  conduct  these  reviews  in  no  more 
than  45  days.  Thus,  the  State  Agency 
will  not  delay  unduly  the  HMO’s  ability 
to  proceed  with  a  project  for  which  no 
certificate  of  need  is  required. 

Except  for  minor  organizational  and 
editorial  changes,  certain  provisions  of 
this  proposed  section  are  the  same  as 
provisions  in  the  statute.  Paragraph  (b), 
which  addresses  exemptions  from 
required  coverage,  follows  closely  the 
language  of  section  1527(b)  (1),  (2),  and 
(3)  of  the  Act  Additionally,  paragraphs 
(d)  (required  approval)  and  (e)  (transfers 
of  approved  facilities)  mirror  the 
language  of  section  1527(b)(5). 

Certain  other  provisions  of  this 
proposed  section  were  drawn  directly 
from  the  present  certificate  of  need 
regulations.  Paragraph  (c),  which 
prohibits  disapprovals  in  certain  cases, 
corresponds  with  a  requirement 
specified  in  S  123.411(a)(2)  of  the  present 
regulations.  Additionally,  the 
considerations  that  would  be  used  in 
developing  review  criteria  for  HMO 
proposals  specified  in  §  123.412(a)(13) 
are  the  same  as  those  in 
§  123.409(a)(10)(i)  and  (ii)  of  the  present 
regulations.  The  proposed  regulations 
state  that  criteria  used  by  the  State 
Agency  to  review  HMO  and  HMO- 
related  proposals  must  be  based  solely 
on  these  considerations. 

The  Secretary  is  proposing  that 
several  HMO-related  provisions  that 
were  included  in  the  present  regulations 
be  deleted  from  these  regulations.  The 
provision  which  prohibited  State 
Agencies  from  reviewing  expenditures 
which  are  funded  under  section  1303  of 
the  Act  for  feasibility  surveys  for  HMOs 
or  expenditures  funded  under  section 
1304  of  the  Act  for  planning  of  HMOs 
(§  123.404(b)(1)  of  the  present 
regulations)  has  not  been  included 
because  there  no  longer  is  any  basis  on 
which  State  Agencies  could  review 
these  activities  under  their  certificate  of 
need  programs.  The  provision  for 
required  findings  for  HMO  inpatient 
facilities  at  $  123.411(c)  of  the  present 
regulations  has  also  been  deleted, 
because  the  statute  now  specifies  when 
proposals  for  these  facilities  (when  they 
are  not  exempt)  must  be  approved.  See 


section  1527(b)  of  the  Act,  implemented 
at  §  123.405(d). 

Special  Reviews  (S  123.407) 

The  amended  Act,  at  section  1527(c), 
and  these  proposed  regiilations,  at 
§  123,407,  specify  that  if  an  application 
for  a  certificate  of  need  for  a  capital 
expenditure  is  made  to  (a)  eliminate  or 
prevent  imminent  safety  hazards  as 
defined  by  Federal,  State,  or  local  fire, 
building,  or  life  safety  codes  or 
regulations,  (b)  comply  with  State 
licensure  standards,  or  (c)  comply  with 
accreditation  standards  for  purposes  of 
reimbursement  under  ’Iltle  XVIII  of  XIX 
of  the  Social  Security  Act,  the 
application  must  be  appoved  unless  the 
State  Agency  finds  that  (1)  the  facility  or 
service  for  which  the  capital 
expenditure  is  proposed  is  not  needed, 
or  (2)  the  obligation  of  the  capital 
expenditure  is  not  consistent  with  the 
State  health  plan.  The  Secretary  notes 
that  an  application  for  a  special  review 
under  S  123,407  to  remedy  deficiencies 
that  prevent  the  facility  from  being 
accredited  (under  one  of  the  programs  of 
the  Joint  Commission  on  Accreditation 
of  Hospitals  and  the  American 
Osteopathic  Association)  must  be 
approved  if  the  deficiencies  must  be 
eliminated  in  order  for  the  facility  to  be 
able  to  enter  into  (or  to  prevent 
termination  of)  a  Medicare  agreement  or 
to  receive  certification  under  the 
Department’s  conditions  of  participation 
for  reimbursement  under  the  Medicaid 
program. 

lliese,  proposed  regulations  do  not 
specify  what  information  applicants 
must  submit  for  reviews  under  section 
1527(c).  Each  State  Agency  will  be 
responsible  for  designating  these 
information  requirements.  When  States 
establish  these  requirements  they 
should  consider  requiring  that 
applicants  submit  documentation  from 
the  appropriate  Federal.  State,  or  local 
agency  that  the  proposed  project  is 
necessary  to  eliminate  or  prevent  safety 
hazards,  comply  with  State  licensure 
standards,  or  comply  with  accreditation 
standards. 

’The  Secretary  notes  that  the  intent  of 
section  1527(c)  is  to  limit  the  necessity 
for  planning  agencies  to  go  through  a 
formalized  and  time-consuming  review 
for  those  projects  which  are  clearly 
needed.  State  Agencies  are  encouraged 
to  establish  expedited  procedures  for 
use  in  special  reviews  under  this 
section.  Before  adopting  procedmes  for 
an  expecfited  review.  State  Agencies  (in 
accordance  with  S  123.411  of  these 
proposed  regulations)  may  be  required 
to  obtain  from  the  Secretary  an 
exception  to  applicable  required  review 
procedures  under  §  123.410.  If  a  State 
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Agency  does  not  grant  a  certiHcate  of 
need  under  the  special  review  section, 
the  State  Agency  would  be  required  to 
review  the  proposal  using  all  applicable 
criteria  under  $  123.412 

Procedures  for  Review  (§  123.410) 

Section  1532{b)(13)(A)  of  the  Act 
states  that  for  certificate  of  need 
reviews  by  HSAs  and  State  Agencies, 
review  procedures  must  include  a 
provision  that  all  completed 
applications  for  similar  types  of 
services,  facilities,  or  equipment  which 
affect  the  same  health  service  area  will 
be  considered  in  relation  to  each  other 
(i.e.,  batched)  at  least  twice  a  year.  The 
Secretary  believes  that  the  focus  of  a 
State’s  batching  procedures  should  be 
on  similar  services,  regardless  of  the 
type  of  health  care  facility  proposing 
them.  Further,  the  Secretary  is  proposing 
(at  S  123.410[a)(l)(ii))  the  broad 
minimum  categories  of  services  which 
must  be  batched.  The  Secretary  has 
proposed  in  these  regulations  that  the 
State  Agency  have  the  responsibility  for 
establishing  the  review  schedule  for 
applications  which  are  batched. 

Section  1532(b)(12)(C)  of  the  Act 
states  that  if,  after  the  review  has  begun, 
the  State  Agency  or  the  HSA  requires  an 
applicant  to  submit  information  on  the 
proposal,  the  review  period,  at  the 
applicant’s  request,  shall  be  extended 
fifteen  days.  The  Secretary  is  proposing 
that  this  extension  apply  to  all  other 
applications  which  have  been  batched 
with  the  application  for  which 
additional  information  is  required 
(1 123.410(a)(3)(i)). 

The  Secretary  is  proposing  (at 
§  123.410(a)(3)(ii))  that  State  Agencies 
adopt  criteria  for  determining  when  it 
would  not  be  practicable  to  complete  a 
review  within  90  days.  In  developing 
these  criteria.  State  Agencies  should 
consider  the  provision  at 
§  123.410(a)(3)(i)  for  a  15  day  extension 
for  the  submission  of  additional 
information,  and  whether  a  further 
extension  is  necessary  to  accommodate 
the  meeting  schedules  of  the  HSA’s  and 
its  own  project  review  committees. 

Section  1532(b)(13)  of  the  Act  requires 
agencies  to  establish  a  timetable  for  the 
submission  of  applications  and  to  begin 
reviews  in  a  timely  fashion.  Section 
1532(b)(1).  as  amended,  requires  HSAs 
and  State  Agencies  to  provide  timely 
written  notification  to  affected  persons 
of  the  beginning  of  a  review.  In  addition 
to  these  requirements,  the  Secretary  has 
proposed  (at  §  123.410(a)(8)(i))  that 
affected  persons  must  be  given  at  least 
30  days  after  the  notice  of  the  start  of 
the  review  is  sent  in  which  to  request  a 
public  hearing  on  the  application. 


The  present  regulations  define 
"affected  person’’  for  the  purpose  of 
notification  of  the  beginning  of  a  review, 
and  “persons  directly  affected’’  for  the 
purpose  of  requesting  a  public  hearing  in 
the  course  of  a  review.  Since  the 
distinction  between  "affected  person” 
and  "directly  affected  person”  is  minor, 
the  Secretary  is  proposing  to  adopt  the 
broader  term,  "affected  person,”  for 
both  purposes  (§  123.401). 

Section  1532(b)(12)(A)  of  the  Act 
requires  that  the  agency  that  conducts 
the  hearing  during  the  course  of  review 
maintain  a  record  of  the  proceeding.  The 
secretary  (at  §  123.410(a)(8)(iii))  is 
proposing  that  the  record,  be  verbatim, 
and  that  the  manner  in  which  the  record 
is  made,  e.g.,  by  a  court  reporter  or  tape 
recorder,  be  left  to  the  discretion  of  the 
'  State  Agency. 

Section  1532(b)(12)(B)  of  the  Act 
states  that  any  decision  of  a  State 
Agency  to  issue  or  not  to  issue  a 
certificate  of  need  shall  be  based  solely 
on  the  review  of  the  State  Agency  and 
on  the  record  established  in 
administrative  proceedings.  In  addition, 
section  1532(b)(12)(C)(ii)  states  that  if 
the  State  Agency  fails  to  approve  or 
disapprove  an  application  within  the 
applicable  time  limit,  the  applicant  may 
bring  an  action  in  State  court  to  require 
the  State  Agency  to  do  so.  These 
proposed  regulations  (at 
S  123.401(a)(17))  state  that  an 
application  for  a  certificate  of  need  or 
an  exemption  may  not  be  approved  or 
disapproved  solely  because  the  State 
Agency  failed  to  reach  a  decision. 

New  section  1527(a)(4)  of  the  Act 
requires  that,  in  issuing  a  certificate  of 
need,  the  State  must  specify  the 
maximum  capital  expenditure  which 
may  be  obligated  under  the  certificate. 
The  State’s  program  must  prescribe,  in 
accordance  wiA  the  Secretary’s 
regulations,  the  extent  to  which  an 
authorized  project  is  subject  to  further 
review  if  the  capital  expenditure 
maximum  is  exceeded.  The  Secretary  is 
proposing  (at  §  123.410(a)(12))  that  the 
State  Agencies  prescribe  the  method 
used  to  determine  capital  expenditure 
maximums,  establish  procedures  to 
monitor  capital  expenditures  obligated 
imder  certificates,  and  establish 
procedures  to  re-review  projects  if  the 
capital  expenditure  maximum  is 
exceeded.  The  Secretary  suggests  that 
State  programs  specify  that  if  a  project 
exceeds  ^e  capital  expenditure 
maximum  by  an  established  amount  (for 
example,  20  percent  of  the  expenditme 
maximum)  the  project  must  be  re¬ 
reviewed. 

Whereas  before,  the  statute  only 
required  that  the  applicant  and  the  HSA 
be  allowed  to  obtain  administrative 


review  of  the  Stata  Agency’s  decision, 
the  statute  now  requires  that  any  person 
directly  affected  must  be  allowed  to 
request  an  administrative  review.  (See 
§  123.410(a)(13).)  Section  1532(b)(12)(D) 
states  that  decisions  to  approve, 
disapprove  or  withdraw  a  certificate  of 
need  must,  upon  the  request  of  any  such 
person,  “be  administratively  reviewed 
imder  an  appeals  mechanism  consistent 
with  State  law  governing  the  practices 
and  procedures  of  administrative 
agencies  or,  if  there  is  no  such  State  law, 
by  an  entity  (other  than  .the  State 
Agency)  designated  by  the  Governor.” 

For  States  that  have  an  appeals 
mechanism  for  the  administrative 
review  of  a  State  Agency’s  decision,  the 
appeals  entity  (or  person)  must  have 
independent  authority  to  review  the 
certificate  of  need  decision.  The 
Secretary  intends  to  find  that  a  State 
satisfies  this  requirement  if  the  appeals 
entity  (or  person)  is  either  (1)  an  entity 
of  the  State  other  than  the  State  Agency 
or  (2)  if  permitted  by  State  law,  a  person 
within  the  State  Agency  who,  or  a 
component  of  the  State  Agpncy  which, 

(i)  did  not  participate  in  the  certificate  of 
need  decision,  and  (ii)  has  authority  to 
make  a  final  decision  on  the  appeal.  If 
the  State  does  not  have  a  law  that 
establishes  such  an  appeal  mechanism, 
then  the  appeals  entity  would  have  to  be 
an  entity,  other  than  the  State  Agency, 
designated  by  the  Governor. 

The  Secretary  is  proposing  for  States 
that  do  not  have  a  time  period  provided 
for  under  State  law  (1)  'That  the  appeal 
must  begin  within  30  days  after  the 
request  is  submitted,  and  (2)  that  the 
reviewing  agency  must  reach  a  decision 
within  45  days  after  the  conclusion  of 
the  review  (§  123.410(a)(13)). 

The  addition  of  the  term 
"administratively”  to  the  statute  makes 
unacceptable  the  current  practice  in 
some  States  of  designating  a  State  court 
as  the  reviewing  agency.  'Thus,  the 
Governors  of  those  States  will  be 
required  to  designate  an  administrative 
agency  to  perform  this  function. 

Section  1532(b)(12)(E)  provides  that 
after  a  decision  is  made  (and  any 
administrative  review  is  completed), 
any  “person  adversely  affected”  by  the 
decision  and  the  HSA  must  be  allowed 
to  obtain  a  judicial  review  of  the 
decision  in  an  appropriate  State  court. 
The  Secretary  is  proposing  to  adopt  (at 
§  123.410(a)(14)(ii)  the  definition  of 
“person  adversely  affected”  which  is 
contained  in  the  Report  of  the  Senate 
Committee  on  Labor  and  Human 
Resources  on  the  1979  Amendments.  See 
S.  Rep.  No.  96-96,  96th  Cong.,  1st  Sess., 
p.  72  (1979).  This  definition  includes  any 
person  who  lives  in  or  uses  health 
facilities  in  the  area  served  by  the 
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provider  involved  in  the  decision,  any 
provider  in  the  health  service  area  or  in 
a  different  health  service  area  if  the 
provider  could  be  adversely  affected  by 
the  proposal,  and  any  person  who 
participated  in  a  proceeding  before  the 
State  Agency. 

Section  1527(a)(3)  of  the  Act  requires 
that  certificate  of  need  applications 
include  a  timetable  for  completion  of  the 
project.  The  State  Agency  is  required  to 
review  periodically  the  progress  of  a 
holder  of  a  certificate  in  meeting  the 
specified  timetable.  If  the  State  Agency 
determines  that  the  holder  is  not  making 
a  good  faith  effort  to  meet  the  timetable, 
the  State  Agency  may,  after  considering 
any  recommendation  made  by  the  HSA, 
withdraw  the  certificate.  The  Secretary 
has  proposed  (at  $  123.410(a)(18)^ 
certain  procedures  which  a  State 
Agency  must  follow  to  withdraw  a 
certificate. 

Criteria  for  State  Agency  Review 
(§  123.412) 

The  regulations  propose  that  the 
criteria  which  the  State  Agency  must 
adopt  must  be  based  on  the 
considerations  in  §  123.412.  The 
considerations  specified  in  S  123.412 
include  and  are  limited  to  all  those 
considerations  specified  in  §  123.409(a) 
of  the  April  2  regulations  and  in  sections 
1527(c)  and  (f)  of  the  Act.  Section  1527(c) 
specifies  the  criteria  for  review  of  HMO 
proposals  and  these  have  been  included 
at  i  123.412(a)(13).  The  Secretary  has 
included  at  §  123.412(a)(21)  the 
requirements  of  section  1527(f),  which 
addresses  the  need  for  and  availability 
of  services  and  facilities  for  osteopathic 
and  allopathic  physicians  and  their 
patients. 

State  Agencies  may  use,  in  addition  to 
the  criteria  described  above,  only 
criteria  which  they  adopt  by  regulation 
in  accordance  with  an  authorization 
under  State  law  (see  section  1527(a)(2) 
of  the  Act  and  §  123.412(a)). 

Need  for  and  Access  to  Services 
(§  123.412(a)  (5)  and  (6)) 

State  Agencies  and  HSAs  are 
required,  both  in  developing  their  health 
plans  and  in  conducting  certificate  of 
need  reviews,  to  consider  the  extent  to 
which  the  health  needs  of  low  income 
persons,  racial  and  ethnic  minorities, 
women,  handicapped  persons,  and  other 
underserved  groups  are  being  met  and 
will  be  met  by  proposals  under  review. 

Section  1532(c)(6)(E)  of  the  Act 
specifies  that  States  must  include  in 
their  review  criteria  a  criterion  which 
addresses  the  extent  to  which  the 
proposed  service  will  be  accessible  to 
all  the  residents  of  the  area  to  be  served 
by  the  proposed  service.  The  Secretary 


initially  addressed  the  problem  of 
access  in  §  123.409(a)  (3)  and  (13)  of  the 
certificate  of  need  regulations  issued  on 
April  2, 1979.  These  criteria  have  been 
included  in  and  elaborated  upon  in 
these  proposed  regulations  at 
§  123.412(a)  (5)  and  (6). 

The  Secretary  suggests  that,  in  order 
to  determine  whether  all  members  of  the 
community  to  be  served  will  have  equal 
access  to  the  service  or  equipment  for 
which  certificate  of  need  approval  is 
sought,  planning  agencies  consider  the 
following  kinds  of  questions  in 
reviewing  applications:  (1)  if  the  facility 
(or  portion  thereof)  to  which  a  new 
service  is  to  be  added  was  constructed 
with  Hill-Burton  funds,  has  the  applicant 
complied  with  its  community  service 
assurance?;  (2)  Has  the  facility 
demonstrated  through  population-based 
planning  a  relationship  between  the 
application  and  need  in  the  community 
for  the  service  proposed?  Would 
approval  of  the  application  increase 
access  for  the  medically  underserved? 
Could  the  same  expenditure  be  made  for 
other  services  or  equipment  that  would 
better  serve  the  needs  of  the 
community?;  (3)  Does  the  facility 
participate  in  Federally  funded  third 
party  reimbursement  programs  such  as 
Medicare  and  Medicaid?  What  portion 
of  the  population  of  the  facility’s  service 
area  receives  benefits  under  these 
programs?;  (4)  Does  the  applicant  offer 
alternative  means  by  which  a  person 
will  have  access  to  its  services,  other 
than  through  admission  by  a  physician 
such  as  through  a  clinic  or  emergency 
room?;  (5)  Are  the  proportions  of 
persons  served  by  the  facility  who  are 
minorities  and  handicapped  in 
approximate  parity  to  their  proportions 
in  the  population  of  the  facility’s  service 
area? 

The  Secretary  proposes  not  to  specify 
the  types  of  data  the  planning  agencies 
must  require  from  applicants.  However, 
planning  agencies  must  have  procedures 
specifying  what  data  the  applicant  is 
required  to  provide.  (See  §  123.410(a)(4) 
for  procedures  regar^ng  information 
which  may  be  required  of  applicants.) 
This  data  might  include  (1)  the 
composition  of  the  population  of  the 
applicant’s  actual  or  potential  service 
area  by  race,  ethnic  origin,  and 
handicap;  (2)  estimates  of  high  risk 
health  indicators  in  the  popidation  in  the 
applicant’s  service  area;  (3)  current 
patient  utilization  data  for  the  entire 
facility  proposed  (inpatient,  outpatient, 
and  emergency  room)  by  race,  ethnic 
origin,  handicap,  zip  code,  and  method 
of  payment;  (4)  the  number  and  percent 
of  physicians  with  admitting  privileges 
who  admit  patients  receiving  Federal 


and  State  assistance  for  health  care;  and 
(5)  projected  utilization  data  by  race, 
ethnic  origin,  and  handicap. 
Additionally,  a  State  Agency  might 
require  the  applicant  to  provide  an 
impact  analysis  statement  showing  the 
anticipated  effect  of  the  proposed 
project,  equipment,  or  service  on  access 
to  health  care  for  medically  underserved 
persons,  indicating  how  approval  of  the 
application  will  reduce  access  barriers 
and  the  extent  to  which  the  approved 
service  will  be  accessible  to  the 
medically  underserved.  State  Agencies 
may  vdsh  to  identify  different  or 
additional  data  to  be  required  of  the 
applicant. 

Competition  (§  123.412(a)  (17)  and  (18)) 

Section  1502(b)  of  the  Act  as  amended 
provides  that  for  health  services  for 
which  competition  does  not  or  will  not 
appropriately  allocate  supply  consistent 
with  health  systems  plans  and  State 
health  plans,  HSAs  and  State  Agencies 
should,  in  the  exercise  of  their  functions, 
take  actions  to  allocate  the  supply  of 
these  services.  However,  for  health 
services  for  which  competition  does 
appropriately  allocate  supply  consistent 
with  these  plans,  HSAs  and  State 
Agencies  should  give  priority  to  actions 
which  would  strengthen  the  effect  of 
competition.  The  Secretary  notes  that 
Congress  found  in  amended  section 
1502(b)(1)  that  the  effect  of  competition 
on  decisions  of  providers  respecting  the 
supply  of  health  services  and  facilities  is 
diminished.  Furthermore,  Congress 
found  that  “the  primary  source  of  the 
lessening  of  such  effect  is  the  prevailing 
methods  of  paying  for  health  services  by 
public  and  private  health  insurers, 
particularly  for  inpatient  health  services 
and  other  institutional  health  services. 

As  a  result,  there  is  a  duplication  and 
excess  supply  of  certain  health  services 
and  facilities,  particularly  in  the  case  of 
inpatient  health  services.’’ 

The  Secretary  believes  that  the  effect 
of  competitive  forces  may  vary  from 
location  to  location  and  from  service  to 
service,  and  that  analyzing  these  effects 
may  be  best  accomplished  in  the 
planning  process  at  the  State  or  local 
level. 

Therefore,  the  Secretary  intends  to 
issue  a  notice  of  proposed  rule  making 
to  revise  the  general  regulations 
governing  State  Agencies  to  require  that 
States  identify  in  State  health  plans 
those  services  for  which  competition 
adequately  allocates  supply.  The 
Secretary  intends  to  issue  further 
guidance  on  how  to  identify  these 
services  and  areas. 

Individual  applications  for  certificate 
of  need  are  to  be  reviewed  against 
criteria  developed  in  accordance  with 
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section  1532(c].  In  addition  to  other 
changes  to  section  1532(c],  the 
Amendments  add  two  considerations  for 
criteria  which  deal  specifically  with 
competition  (see  sections  1532(c)  (11) 
and  (12)).  These  considerations  have 
been  incorporated  at  §  123.412(a)  (17) 
and  (18). 

Required  Findings  on  Access  (§  123.413) 

The  regulations  prc^ose  at  §  123.413 
that  State  Agencies  provide  written 
findings  on  access  in  most  cases  of  an 
approval  of  an  application  for  a> 
certiHcate  of  need.  These  findings  on 
access  would  not  be  required  for 
approvals  of  applications  which  are  (i) 
to  prevent  or  eliminate  certain  imminent 
safety  hazards  or  to  comply  with  certain 
licensure  of  accreditation  standards 
(§  123.407(a)),  or  (ii)  for  capital 
expenditures  not  directly  related  to  the 
provision  of  health  services,  to  beds  or 
to  major  medical  equipment,  or  (iii) 
proposed  by  or  on  behalf  of  an  HMO  or 
a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO  (criteria  here  being  limited  to  the 
considerations  at  §  123.412(a)(13)). 

The  Secretary  is  proposing  that  the 
written  findings  indicate  the  extent  to 
which  the  project  will  meet  the  access 
criteria  which  have  been  developed  by 
the  State  Agency  under  §  123.412(a)  (5) 
and  (6).  The  Secretary  recognizes  that 
State  Agency  decisions  on  certificate  of 
need  proposals  are  to  be  based  on  the 
application  of  all  the  criteria  the  agency 
has  adopted,  and  that  this  process  may 
obscure  instances  in  which  obstacles  to 
access  do  exist.  For  this  reason  and 
because  of  the  Secretary’s  concern  with 
equal  access,  the  regulations  propose 
required  written  Hndings  on  access. 
Further,  where  the  proposal  does  not 
meet  the  access  criteria,  the  proposed 
regulations  require  the  State  Agency  to 
notify  the  applicant  and  the 
Department’s  Regional  Office. 

Accordingly,  42  CFR  Part  122,  Subpart 
D,  and  42  CFR  Part  123,  Subpart  E,  is 
proposed  to  be  amended  in  the  manner 
set  forth  below. 

Dated:  March  20. 1980. 

Julius  B.  Richmond, 

Assistant  Secretary  for  Health. 

Approved:  March  21, 1980. 

Patricia  Roberts  Harris, 

Secretary. 

PART  122— HEALTH  SYSTEMS 
AGENCIES 

1.  Part  122  of  Title  42  CFR,  is  amended 
by  revising  Subpart  D  to  read  as  follows: 


Subpart  D— Certificate  of  Need  Reviews 

Sec. 

122.301  Definitions. 

122.302  Purpose  and  applicability. 

122.303  General. 

122.304  Scope  of  certificate  of  need  review 
programs. 

122.305  Health  Maintenance  Organizations. 

122.306  Special  reviews. 

122.307  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.308  Procedures  for  health  systems 
agency  review. 

122.309  ^ceptions  to  use  of  procedures. 

122.310  Criteria  for  health  systems  agency 
review. 

122.311  Required  findings  on  access. 
Authority:  Section  215  of  the  Public  Health 

Service  Act,  58  Stat.  690  (42  U.S.C.  216); 
sections  1501-1532  of  the  Public  Health 
Service  Act,  93  Stat.  592-630  (42  U.S.C.  300k- 
1— 300n-l). 

Subpart  D— Certificate  of  Need 
Reviews 

§  122.301  Definitions. 

Terms  used  in  the  subpart  shall  have 
the  meanings  given  them  in  Subpart  A  of 
this  Part  and  §  123.401  of  this  title. 

§  1 2  2.302  Purpose  and  applicability. 

(a)  Section  1513(f)  of  the  Act  requires 
each  health  systems  agency  to  assist 
State  Agencies  in  carrying  out  certificate 
of  need  programs  under  section 
1523(a)(4)(B)  of  the  Act.  In  doing  so, 
health  systems  agencies,  are  required  to 
review  and  make  recommendations  to 
the  appropriate  State  Agency  respecting 
the  need  within  the  health  service  area 
for  capital  expenditures,  new 
institutional  health  services,  and  major 
medical  equipment. 

(b)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functions 
under  section  1513(f)  of  the  Act  and  in 
conducting  any  other  reviews  of 
proposed  health  services,  each  health 
systems  agency  shall  (except  to  the 
extent  approved  by  the  Secretary) 
follow  procedures  and  apply  criteria 
developed  and  published  by  the  health 
systems  agency  in  accordance  with 
regulations  of  the  Secretary.  This 
subpart  sets  forth  requirements 
respecting  these  procedures  and  criteria. 

§  122.303  General. 

Each  recommendation  by  the  health 
systems  agency  to  a  State  Agency  to 
issue  or  not  to  issue  a  certificate  of  need 
or  to  withdraw  a  certificate  of  need 
must  be  based  solely  (a)  on  the  review 
by  the  health  systems  agency  conducted 
in  accordance  with  procedures  and 
criteria  it  has  adopted  under  this 
subpart  and  (b)  on  the  record  of  the 
Administrative  proceedings  held  on  the 
application  for  the  certificate  or  the 


State  ^ency  proposal  to  withdraw  the 
certificate. 

§  122.304  Scope  of  certificate  of  need 
review  programs. 

Each  health  systems  agency  shall 
conduct  reviews  of  projects  located  or 
proposed  to  be  located  within  its  health 
service  area  and  which  are  subject  to 
review  under  the  State  certificate  of 
need  program  under  Subpart  E  of  Part 
123  of  this  title. 

§  122.305  Health  Maintenance  Organizations 
(HMOs). 

(a)  Inclusion  in  health  plans.  If  an 
HMO  or  a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO  applies  for  a  certificate  of  need, 
the  health  systems  agency  shall  not 
recommend  disapproval  of  the 
application  (or  otherwise  make  a  finding 
under  this  section  that  the  project  is  not 
needed)  solely  because  the  proposal  is 
not  discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 

(b)  Required  recommendation  to 
approve.  Notwithstanding  general 
review  criteria  established  in 
accordance  with  §  123.412  of  this  title,  if 
an  HMO  or  a  health  care  facility  which 
is  controlled,  directly  or  indirectly,  by 
an  HMO  applies  for  a  certificate  of 
need,  the  health  systems  agency  shall 
recommend  approval  of  the  application 
if  it  finds  (in  accordance  with 

§  123.412(a)(13)(i)  and  (ii)  of  this  title) 
that  (1)  approval  of  the  application  is 
required  to  meet  the  needs  of  the 
members  of  the  HMO  and  of  the  new 
members  which  the  HMO  can 
reasonably  be  expected  to  enroll,  and 
(2)  the  HMO  is  unable  to  provide, 
through  services  or  facilities  which  can 
reasonably  be  expected  to  be  available 
to  the  HMO,  its  health  services  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operations  of  the  HMO  and 
which  makes  these  services  available  on 
a  long-term  basis  through  physicians 
and  other  health  professionals 
associated  with  it. 

§  122.306  Special  reviews. 

Under  §  123.407  of  this  title,  if  an 
application  is  made  for  a  certificate  of 
need  for  a  capital  expenditure  to 
eliminate  or  prevent  safety  hazards,  or 
to  comply  with  certain  licensure, 
certification,  or  accreditation  standards, 
a  special  review  must  be  conducted.  For 
those  projects  subject  to  review  under 
§  123.407  of  this  title,  the  health  systems 
agency  is  required  to  make 
recommendations  to  the  State  Agency 
on  whether  (a)  the  project  meets  any  of 
the  conditions  in  §  123.407(a),  and  (b) 
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the  facility  or  service  for  which  the 
capital  expenditure  is  proposed  is 
needed,  and  (c)  the  obligation  of  the 
capital  expenditure  is  consistent  with 
the  State  health  plan.  For  purposes  of 
these  special  reviews,  the  criteria 
developed  under  §  123.412  of  this  title  do 
not  apply. 

§  122.307  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt,  and  review  and  revise  as 
necessary,  review  procedures  and 
criteria  in  accordance  with  the 
requirements  of  this  subpart  prior  to 
conducting  reviews. 

(b)  Before  adopting  the  review 
procedmes  and  criteria  required  by  this 
subpart  or  any  revisions  of  the 
procedures  and  criteria,  the  health 
systems  agency  shall  give  interested 
persons  an  opportvmity  to  offer  written 
comments  on  the  procedures  and 
criteria,  or  any  revisions  thereof,  which 
it  proposes  to  adopt. 

(1)  The  health  systems  agency  shall 
distribute  copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  (he  agencies, 
institutions  and  associations  with  which 
the  agency  must  coordinate  its  activities 
under  section  1513(d)  of  the  Act  and  its 
Designation  Agreement,  to  units  of 
general  local  government  within  its 
health  service  area,  to  the  State  Agency 
and  the  Statewide  Health  Coordinating 
Council  of  each  State  in  which  all  or  any 
part  of  the  agency’s  health  service  area 
is  located,  to  health  systems  agencies 
designated  for  contiguous  health  service 
areas,  and  to  any  agency  which 
establishes  rates  for  health  care 
facilities  or  HMOs  in  its  health  service 
area. 

(2)  The  health  systems  agency  shall 
publish,  in  one  or  more  newspapers  of 
general  circulation  in  its  health  service 
area,  a  notice  stating  that  review 
procedures  and  criteria,  or  revisions 
thereof,  have  been  proposed  for 
adoption  and  are  available  at  specified 
addresses  for  inspection  and  copying. 

(3)  A  health  systems  agency  may 
request  from  the  Secretary  an  exception 
to  the  requirement  of  paragraph  (b)(2)  of 
this  section.  The  request  must  b6  in 
writing  and  must  contain  a  detailed 
explanation  of  the  reasons  for  the 
request  and  of  the  substitute  publication 
procedures  that  the  agency  intends  to 
follow  if  the  exception  is  approved.  The 
Secretary  may  grant  an  exception  if  the 
Secretary  determines  that  the  proposed 
substitute  procedures  are  less  costly  or 
more  effective  and  do  not  adversely  and 
substantially  affect  the  rights  of  affected 
persons. 


(c)  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
procedures  and  criteria,  and  any 
revisions  thereof,  to  the  agencies  and 
organizations  speciHed  in  paragraph 
(b)(1)  of  this  section  and  to  the 
Secretary,  and  shall  provide  copies  to 
other  persons  upon  request. 

§  122.308  Procedures  for  health  systems 
agency  review. 

(a)  The  procedures  adopted  and  used 
by  a  health  systems  agency  for 
conducting  the  reviews  covered  by  this 
subpart  must  include  at  least  the 
following: 

(1)  Review  schedule.  Review  of 
applications  in  accordance  with  a 
schedule  established  by  the  State 
agency  under  §  123.410(a)(1)  of  this  title, 
including  the  consideration  together  of 
applications  that  have  been  batched 
under  the  State  Agency  schedule. 

(2)  Notification  of  the  beginning  of  a 
review.  Timely  written  notification  to 
affected  persons  and  to  the  State 
Agency  of  the  beginning  of  a  review, 
and,  if  a  person  has  asked  the  health 
systems  agency  to  place  the  person’s 
name  on  a  mailing  list  maintained  by  the 
health  systems  agency,  notification  to 
the  person.  Notification  must  include  the 
proposed  schedule  for  the  review,  the 
period  within  which  a  public  hearing 
held  by  the  health  systems  agency  under 
paragraph  (a)(8)  of  this  section  may  be 
requested  by  persons  affected  by  the 
review  (as  defined  in  §  123.401  of  this 
title),  and  the  manner  in  which 
notification  will  be  provided  of  the  time 
and  place  of  any  hearing  so  requested. 

(i)  For  purposes  of  this  paragraph,  the 
date  of  notification  is  the  date  on  which 
the  notice  is  sent  or  the  date  on  which 
the  notice  appears  in  a  newspaper  of 
general  circulation,  whichever  is  later. 

(ii)  Written  notification  to  members  of 
the  public  may  be  provided  through 
newspapers  of  general  circulation  in  the 
health  service  area  and  public 
information  channels;  notification  to  all 
other  affected  persons  must  be  by  mail 
(which  may  be  as  part  of  a  newsletter). 

(3)  Review  period.  Schedules  which 
provide  that  no  review  shall  take  longer 
than  the  period  specified  by  the 
appropriate  State  Agency  under 

§  123.410(a)(3)  of  this  title.  If,  after  a 
review  has  begun,  the  health  systems 
agency  requires  the  applicant  to  submit 
additional  information,  it  shall  give  the 
applicant  at  least  fifteen  days  to  submit 
the  information,  and  shall  notify  the 
applicant  that  the  applicant  may  request 
that  the  State  Agency  extend  the  review 
period  at  least  fifteen  days. 

(4)  Information  requirements. 

Provision  for  persons  subject  to  a  review 
to  submit  to  the  health  systems  agency. 


in  the  form  and  manner  and  containing 
the  information  which  the  health 
systems  agency  shall  prescribe  and 
publish,  any  information  that  the  health 
systems  agency  may  require  concerning 
the  subject  of  the  review. 

(i)  The  information  requirements  may 
vary  according  to  the  purpose  for  which 
a  particular  review  is  being  conducted 
or  the  type  of  health  service  being 
reviewed. 

(ii)  The  health  systems  agency  may 
require  no  information  of  a  person 
subject  to  review  which  is  not 
prescribed  and  published  as  being 
required. 

(iii)  The  health  systems  agency  shall 
develop  procedures  to  ensure  that 
requests  for  information  in  connection 
with  a  review  under  this  subpart  are 
limited  to  only  that  information  which  is 
necessary  for  the  health  systems  agency 
to  perform  the  review. 

(5)  Periodic  reports.  Submission  of 
periodic  reports  by  providers  of  health 
services  and  other  persons  subject  to 
review  respecting  the  development  of 
proposals  subject  to  review. 

(6)  Written  findings  and  conditions. 
Provision  for  written  findings  (including, 
as  appropriate,  the  required  findings 
under  §  122.305(b))  which  state  the  basis 
for  any  recommendation  made  by  the 
health  systems  agency.  The  health 
systems  agency  shall  send  written 
findings  to  the  applicant  and  to  the  State 
Agency  for  the  State  in  which  the 
project  is  proposed,  and  to  others  upon 
request.  In  the  case  of  a  project 
proposed  by  an  HMO,  the  health 
systems  agency  shall  also  send  these 
written  findings  to  the  appropriate 
Regional  Office  of  the  Department  of 
Health,  Education,  and  Welfare  at  the 
time  these  are  sent  to  the  applicant. 

(7)  Notification  of  the  status  of  a 
review.  Timely  notification,  upon 
request,  of  providers  of  health  services 
and  other  persons  subject  to  review 
under  this  subpart  of  the  status  of  the 
health  systems  agency  review,  findings 
made  in  the  course  of  the  review,  and 
other  appropriate  information  respecting 
the  review. 

(8)  Public  hearing  in  the  course  of 
review.  Provision  for  a  public  hearing  in 
the  course  of  review  if  requested  by  any 
affected  person. 

(i)  The  health  systems  agency  shall 
provide  at  least  15  days  fi'om  the  date  of 
written  notification  of  the  beginning  of  a 
review  (see  paragraph  (a)(2)  of  this 
section)  within  which  a  public  hearing 
during  the  course  of  the  review  may  be  * 
requested  by  affected  persons. 

(ii)  The  health  systems  agency  may 
not  impose  fees  for  the  hearing. 

(iii)  Where  a  hearing  is  requested,  the 
health  systems  agency  shall,  prior  to  the 
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hearing,  provide  notice  of  the  hearing,  in 
accordance  with  its  procedure  adopted 
under  paragraph  (a)(2)  of  this  section. 

(iv)  The  health  systems  agency  shall 
provide  an  opportunity  for  any  person  to 
present  oral  or  written  argiunents  apd 
evidence  relevant  to  the  matter  which  is 
the  subject  of  the  hearing. 

(v)  In  cases  where  a  State  Agency  has 
delegated  the  authority  to  hold  hearings 
under  §  123.410(a)(8)  of  this  title  to  the 
health  systems  agency,  the  health 
systems  agency  shall  comply  with  the 
procedures  of  §  123.410(a)(8). 

(9)  Annual  reports  of  the  health 
systems  agency.  Preparaton  and 
publication,  at  least  annually,  of  reports 
by  the  health  systems  agency  of  the 
reviews  being  conducted  (including  a 
statement  concerning  the  status  of  each 
review)  and  of  the  reviews  completed  by 
the  agency  since  the  publication  of  the 
last  report  and  a  general  statement  of 
the  findings  and  recommendations  made 
in  the  course  of  those  reviews. 

(10)  Public  access.  Access  by  the 
general  public  to  all  applications 
reviewed  by  the  health  systems  agency 
and  to  all  other  written  materials 
essential  to  any  agency  review. 

(11)  Conflicts  of  Interest.  In  the 
performance  of  any  reviews  under  this 
subpart,  no  member  of  a  governing 
body,  executive  committee,  or  any  entity 
appointed  by  a  governing  body  or 
executive  committee  may  vote  on  any 
matter  respecting  an  applicant  with 
which  the  member  has  (or  within  the 
twelve  months  preceding  the  vote,  had) 
any  substantial  ownership,  employment, 
medical  staff,  fiduciary,  contractural, 
creditor,  or  consultative  relationship.  A 
governing  body,  executive  conunittee, 
and  any  entity  appointed  by  a  governing 
body  or  executive  committee  shall 
require  each  of  its  members  who  has  or 
has  had  such  a  relationship  to  make  a 
written  disclosure  of  the  relationship 
before  any  action  is  taken  by  the  body, 
committee,  or  entity  with  respect  to  the 
applicant  and  to  make  the  relationship 
public  in  any  meeting^ in  which  action  is 
to  be  taken  with  respect  to  the 
applicant. 

(12)  Coordination  within  an  SMSA. 
Each  health  systems  agency  whose 
health  service  area  includes  part  of  a 
standard  metropolitan  statistical  area 
(as  determined  by  the  Office  of 
Management  and  Budget)  shall 
coordinate  its  certificate  of  need  review 
activities  with  all  other  health  systems 
agencies  whose  health  service  areas 
include  part  of  the  standard 
metropolitan  statistical  area.  This 
coordination  shall  include  at  least  (i)  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 


adopt  in  accordance  with  $  122.307  and 
(ii)  notification  of  the  State  Agency’s 
certificate  of  need  decisions  respecting 
projects  which  were  proposed  to  be 
located  in  its  health  service  area. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  partic^ar  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)(2)  of 
this  section  shall  be  deemed  satisfied  if 
the  State  Agency,  in  providing  notice  of 
the  beginning  of  the  review  under 

§  123.410(a)(2)  of  this  title,  provides  the 
information  described  in  paragraph 

(a)(2)  of  this  section. 

(d)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (4)  or 
(5)  of  this  section  shall  be  deemed 
satisfied  if  the  appropriate  State  Agency 
has  provided  for  Ae  corresponding 
procedime  found  at  §  123.410(a)  (4)  or  (5) 
of  this  title. 

§  122.309  Exceptions  to  use  of 
procedures. 

(a)  The  Secretary  may  approve  an 
exception  to  any  of  the  required  review 
procedures  under  §  122.308  either  in 
response  to  a  written  request  from  the 
health  systems  agency  or  as  a  general 
exception  of  which  any  health  systems 
agency  may  avail  itself.  In  approving  a 
general  exception  the  Secretary  will 
establish  substitute  procedures  where 
appropriate.  Before  availing  itself  of  a 
general  exception  approved  by  the 
Secretary,  the  health  systems  agency 
shall  follow  the  notice  and  comment 
procedures  of  §  122.307(b). 

(b)  Before  submitting  a  written  request 
for  an  exception  imder  this  section,  the 
health  systems  agency  shall  follow  the 
notice  and  comment  procedures  of 

§  122.307(b)  and  shall  submit  to  the 
Secretary  with  its  request  copies  of  all 
comments  which  it  receives.  Before 
approving  the  request,  the  Secretary  will 
(1)  review  copies  of  the  comments 
submitted  by  the  health  systems  agency 
and,  (2)  determine  that  the  procedures 
which  will  be  used  are  consistent  with 
the  purposes  of  the  Act  and  will  not 
adversely  and  substantially  affect  the 
rights  of  affected  persons. 

(c)  The  health  systems  agency  shall,  in 
accordance  with  ^e  requirements  of 

§  122.307(c).  distribute  a  notice  of  the 
approved  exceptions  and  of  any 
substitute  procedmes  established  under 
this  section. 

§  122.310  Criteria  for  health  systems 
agency  review. 

(a)  The  health  systems  agency  shall 
adopt,  and  use  as  appropriate,  specific 


criteria  for  conducting  the  reviews 
covered  by  this  subpart.  The  criteria 
may  be  based  only  on  the  general 
considerations  listed  imder  §  123.412(a) 
of  this  title,  except  that  it  may  include 
any  additional  criteria  which  the  State 
Agency  has  prescribed  by  regulation  in 
accordance  with  an  authorization  under 
State  law.  In  the  case  of  an  HMO  or  an 
ambulatory  care  facility  or  health  care 
facility  controlled,  directly  or  indirectly, 
by  an  HMO  or  combination  of  HMOs, 
the  criteria  must  be  based  only  on  the 
considerations  set  forth  in  §  123.412  of 
this  title. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

§  1 22.3 1 1  Required  findings  on  access. 

For  each  project  described  in 
§  123.413(a)  of  this  title  for  which  the 
HSA  recommends  approval,  the  HSA 
shall  make  a  written  finding  (which  may 
take  into  account  the  current 
accessibility  of  the  facility  as  a  whole) 
on  the  extent  to  which  the  project  will 
meet  the  HSA’s  criteria  based  on  the 
considerations  in  §  123.412(a)  (5)  and  (6). 

PART  123— STATE  HEALTH 
PLANNING  AND  DEVELOPMENT 
AGENCIES 

2.  Part  123  of  Title  42,  CFR,  is 
amended  by  revising  Subpart  E  to  read 
as  follows: 

Subpart  E— Certificate  of  Need  Reviews 

Sec. 

123.401  Definitions. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  Scope  of  certificate  of  need  review 
programs. 

123.405  Health  Maintenance  Organizations. 

123.406  Notice  of  intent. 

123.407  Special  reviews. 

123.408  &iforcement. 

123.409  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

123.410  Procedures  for  State  Agency  review. 

123.411  Exceptions  to  use  of  procedures. 

123.412  Criteria  for  State  Agency  review. 

123.413  Required  findings  on  access. 
Authority:  Section  215  of  the  Public  Health 

Service  Act,  58  Stat.  690  (42  U.S.C.  216); 
sections  1501-1532  of  the  Public  Health 
Service  Act,  93  Stat.  592-630  (42  U.S.C.  300k- 
l-300n-l). 

§123.401  Definitions. 

In  addition  to  the  terms  defined  in 
Subpart  A  of  this  Part,  as  used  in  this 
subpart: 

The  term  “affected  persons’*  includes, 
at  a  minimum,  the  person  whose 
proposal  is  being  reviewed;  the  health 
systems  agency  for  the  health  service 
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area  in  which  the  proposed  project  is  to 
be  located:  health  systems  agencies 
serving  contiguous  health  service  areas, 
members  of  the  public  who  are  to  be 
served  by  the  proposed  project;  health 
care  facilities  and  health  maintenance 
organizations  (HMOsj  located  in  the 
health  service  area  in  which  the  project 
is  proposed  to  be  located  which  provide 
services  similar  to  the  services  of  the 
facility  under  review;  health  care 
facilities  and  HMDs  which,  prior  to 
receipt  by  the  agency  of  the  proposal 
being  reviewed,  have  formally  indicated 
an  intention  to  provide  similar  services 
in  the  future;  and  any  agency  which 
establishes  rates  for  health  care 
facilities  or  HMOs  located  in  the  health 
service  area  in  which  the  project  is 
proposed  to  be  located. 

Tlie  term  “capital  expenditure”  means 
an  expenditure  made  by  or  on  behalf  of 
a  health  care  facility  which  under 
generally  accepted  accounting  principles 
is  not  properly  chargeable  as  an 
expense  of  operation  and  maintenance. 

The  term  “expenditure  minimum,” 
when  used  in  connection  with  capital 
expenditures,  means  $150,000  for  the 
twelve-month  period  beginning  October 
1, 1979,  and  for  each  twelve-month 
period  thereafter,  $150,000  or,  at  the 
discretion  of  the  State,  the  figure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in 
the  Department  of  Commerce  Composite 
Construction  Cost  Index. 

The  term  “expenditure  minimum,” 
when  used  in  connection  with  annual 
operating  costs,  means  $75,000  for  the 
twelve-month  period  beginning  October 
1, 1979,  and  for  each  twelve-month 
period  thereafter,  $75,000  or,  at  the 
discretion  of  the  State,  the  tigure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in  an 
index  to  be  designated  by  the  Secretary 
by  regulations. 

The  term  “health”  includes  physical 
and  mental  health. 

The  term  “health  care  facility”  means 
hospitals,  skilled  nursing  facilities, 
kidney  disease  treatment  centers 
(including  freestanding  hemodialysis 
units),  intermediate  care  facilities, 
rehabilitation  facilities,  and  ambulatory 
surgical  facilities,  but  does  not  include 
Christian  Science  sanatoriums  operated, 
or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston, 
Massachusetts.  Further: 

(1)  The  term  “hospital”  means  an 
institution  which  primarily  provides  to 
inpatients,  by  or  under  the  supervision 
of  physicians,  diagnostic  services  and 
therapeutic  services  for  medical 
diagnosis,  treatment  and  care  of  injured. 


disabled,  or  sick  persons,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons.  This  term  also  includes 
psychiatric  and  tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital” 
means  an  institution  which  primarily 
provides  to  inpatients,  by  or  under  the 
supervision  of  a  physician,  psychiatric 
services  for  the  diagnosis  and  treatment 
of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hospital” 
means  an  institution  which  primarily 
provides  to  inpatients,  by  or  imder  the 
supervision  of  a  physician,  medical 
services  for  the  diagnosis  and  treatment 
of  tuberculosis. 

(4)  The  term  “skilled  nursing  facility” 
means  an  institution  or  a  distinct  part  of 
an  institution  which  primarily  provides 
to  inpatients  skilled  nursing  care  and 
related  services  for  patients  who  require 
medical  or  nursing  care,  or 
rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or 
sick  persons. 

(5)  The  term  “intermediate  care 
facility”  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  provides,  but  who 
because  of  their  mental  or  physical 
condition  require  health  related  care 
and  services  (above  the  level  of  room 
and  board). 

(6)  The  term  “rehabilitation  facility” 
means  an  inpatient  facility  which  is 
operated  for  the  primary  purpose  of 
assisting  in  the  rehabilitation  of 
disabled  persons  through  an  integrated 
program  of  medical  and  other  health 
services  which  are  provided  under 
competent  professional  supervision. 

(7)  The  term  “ambulatory  surgical 
facility”  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical 
treatment  to  patients  not  requiring 
hospitalization.  The  term  does  not 
include  the  offices  of  private  physicians 
or  dentists,  whether  for  individual  or 
group  practice. 

The  term  “health  maintenance 
organization”  or  “HMO”  means  a  public 
or  private  organization  organized  under 
the  laws  of  any  State,  (1)  which  is  a 
qualified  health  maintenance 
organization  under  section  1310(d)  of  the 
Act,  or  (2)  which: 

(i)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the 
following  basic  health  care  services:  - 
usual  physician  services, 
hospitalization,  laboratory,  x-ray, 
emergency  and  preventive  services,  and 
out  of  area  coverage;  and 


(ii)  Is  compensated  (except  for 
copayments)  for  the  provision  of  the 
basic  health  care  services  listed  in 
paragraph  (2)(i)  of  this  definition  to 
enrolled  participants  by  a  payment 
which  is  paid  on  a  periodic  basis 
without  regard  to  the  date  the  health 
care  services  are  provided  and  which  is 
fixed  without  regard  to  the  fi'equency, 
extent,  or  kind  of  health  service  actually 
provided;  and 

(iii)  Provides  physicians’  services 
primarily  (A)  directly  through  physicians 
who  are  either  employees  or  partners  of 
the  organization,  or  (B)  through 
arrangements  with  incfividual  physicians 
or  one  or  more  groups  of  physicians 
(organized  on  a  group  practice  or 
individual  practice  basis). 

The  term  “health  services"  means 
clinically  related  (i.e.,  diagnostic, 
treatment,  or  rehabilitative)  services, 
and  includes — 

(1)  Alcohol,  drug  abuse,  and  mental 
health  services;  and 

(2)  Radiological  diagnostic  health 
services  which  are  provided  by  fixed  or 
mobile  computed  tomographic  (CT) 
scanning  equipment.  A  CT  head  scanner 
and  a  CT  body  scanner  are  considered 
to  provide  separate  services.  A  CT  fixed 
scanner  and  a  CT  mobile  scanner  are 
considered  to  provide  separate  services. 

The  term  “major  medical  equipment” 
means  medical  equipment  which  is  used 
to  provide  medical  and  other  health 
services  and  which  costs  more  than 
$150,000.  This  term  does  not  include 
medical  equipment  acquired  by  or  on 
behalf  of  a  clinical  laboratory  to  provide 
clinical  laboratory  services,  if  the 
clinical  laboratory  is  independent  of  a 
physician’s  office  and  a  hospital  and  has 
been  determined  under  title  XVIII  of  the 
Social  Security  Act  to  meet  the 
requirements  of  paragraphs  (10)  and  (11) 
of  section  1861(s)  of  Aat  Act.  In 
determining  whether  medical  equipment 
costs  more  than  $150,000,  the  cost  of 
studies,  surveys,  designs,  plans,  working 
drawings,  specifications,  and  other 
activities  essential  to  acquiring  the 
equipment  shall  be  included. 

The  term  “person”  means  an 
individual,  a  trust  or  estate,  a 
partnership,  a  corporation  (including 
associations,  joint  stock  companies,  and 
insurance  companies),  a  State,  a 
political  subdivision  or  an 
instrumentality  (including  a  municipal 
corporation)  of  a  State,  or  any  other 
legal  entity  recognized  by  the  State. 

The  term  “physician”  means  a  doctor 
of  medicine  or  osteopathy  legally 
authorized  to  practice  medicine  and 
surgery  by  a  State. 
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§  123.402  Purpose  and  applicability. 

(a)  Section  1523(a)(4)(B)  of  the  Act 
requires  each  State  health  planning  and 
development  agency  (State  Agency)  to 
administer  a  State  certificate  of  need 
program  which  (1)  applies  to  the 
obligation  of  capital  expenditures  within 
the  State,  the  ofiering  within  the  State  of 
new  institutional  health  services,  and 
the  acquisition  of  major  medical 
equipment,  and  (2)  is  consistent  with 
regiilations  of  the  Secretary.  This 
subpart  sets  forth  the  requirements  and 
standards  that  a  State  certificate  of  need 
program  must  meet.  A  State  certificate 
of  need  program  may  include  additional 
provisions  not  inconsistent  with  the 
requirements  of  this  subpart. 

(b)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  fimctions 
under  section  1523(a)(4)(B)  of  the  Act. 
each  State  Agency  shall  (except  to  the 
extent  approved  by  the  Secretary) 
follow  procedures  and  apply  criteria 
developed  and  published  by  the  State 
Agency  in  accordance  with  regulations 
of  the  Secretary.  This  subpart  sets  forth 
requirements  respecting  these 
procedures  and  criteria. 

§  123.403  General. 

(a)  Each  State  Agency  shall 
administer  within  Uie  State  a  certificate 
of  need  program  meeting  the 
requirements  of  this  subpart. 

(b)  Only  the  State  Agency  (or  the 
appropriate  administrative  or  judicial 
review  body)  may  issue,  deny  or 
withdraw  certificates  of  need,  grant 
exemptions  from  certificate  of  need 
reviews,  or  determine  that  certificate  of 
need  reviews  are  not  required. 

(c)  In  approving  or  disapproving 
applications  for  certificates  of  need  or  in 
withdrawing  certificates  of  need,  the 
State  Agency  shall  take  into  account 
recommendations  made  by  health 
systems  agencies  under  Subpart  D  of 
Part  122  of  this  title. 

(d)  Each  decision  of  the  State  Agency 
to  issue  a  certificate  of  need  must  be 
consistent  with  the  State  health  plan, 
except  in  emergency  circumstances  that 
pose  an  imminent  threat  to  public 
health. 

(e)  Each  decision  of  the  State  Agency 
to  issue  or  not  to  issue  a  certificate  of 
need  or  to  withdraw  a  certificate  of 
need  must  be  based  (i)  on  the  review  by 
the  State  Agency  conducted  in 
accordance  with  procedures  and  criteria 
it  has  adopted  under  this  subpart,  and 
(ii)  on  the  record  of  the  athninistrative 
proceedings  held  on  the  application  for 
the  certificate  or  the  State  Agency’s 
proposal  to  withdraw  the  certificate. 

Each  decision  of  a  State  Agency  to 
approve  or  disapprove  an  application 
for  an  exemption  under  §  123.405  must 


be  made  in  accordance  with  the  State 
Agency’s  procedures  for  reviewing  these 
applications  and  must  be  based  solely 
on  the  record  of  the  administrative 
proceedings  held  on  the  application. 

§  123.404  Scope  of  certificate  of  need 
review  programs. 

(a)  Required  coverage.  The  State 
certificate  of  need  program  must  apply 
to  the  obligation  of  capital  expenditures 
by  or  on  behalf  of  a  health  care  facility, 
the  offering  of  new  institutional  health 
services  provided  in  or  through  a  health 
care  facility,  and  the  acquisition  of 
major  medical  equipment  For  purposes 
of  this  subpart  "the  obligation  of  capital 
expenditures,  offering  of  new 
institutional  health  services,  and 
acquisition  of  major  medical  equipment’’ 
means  the  following: 

(1)  Capital  expe^itures  that  exceed 
the  expenditure  minimum.  ’The. 
obligation  of  any  capital  expenditure  by 
or  on  behalf  of  a  health  care  facility  that 
exceeds  the  expenditure  minimum  (or 
any  lesser  amount  the  State  may 
specify).  The  cost  of  any  studies, 
surveys,  designs,  plans,  working 
drawings,  specifications,  and  other 
activities  essential  to  the  acquisition, 
improvement,  expansion,  or  replacement 
of  any  plant  or  equipment  with  respect 
to  which  an  expenditure  is  made  shall 
be  included  in  determining  if  the 
expenditure  exceeds  the  expenditure 
minimum. 

(2)  Bed  capacity.  The  obligation  of 
any  capital  expenditure  by  or  on  behalf 
of  a  health  care  facility  which  increases 
or  decreases  the  total  number  of  beds 
(or  distributes  beds  among  various 
categories,  or  relocates  bed  from  one 
physical  facility  or  site  to  another)  by 
ten  beds  or  ten  percent,  whichever  is 
less,  in  any  two-year  period. 

(3)  Health  services,  (i)  The  obligation 
of  any  capital  expenditure  by  or  on 
behalf  of  a  health  care  facility  which 
results  in  (A)  the  addition  of  a  health 
service  not  provided  in  or  through  the 
facility  within  the  previous  twelve 
months,  or  (B)  the  termination  of  a 
health  service  provided  in  or  through  the 
facility;  and 

(ii)  The  addition  of  a  health  service 
which  is  offered  in  or  through  a  health 
care  facility  which  was  not  offered  on  a 
regular  basis  in  or  through  the  facility 
within  the  twelve-month  period  before 
the  month  in  which  the  service  would  be 
offered,  and  which  entails  annual 
operating  costs  of  at  least  the 
expenditure  minimum. 

(4)  Major  medical  equipment,  (i)  ’The 
acquisition  by  any  person  of  major 
medical  equipment  that  will  be  owned 
by  or  located  in  a  health  care  facility: 
and 


(ii)  The  acquisition  by  any  person  of 
major  medical  equipment  not  owned  by 
or  located  in  a  health  care  facility,  if  (A) 
the  notice  of  intent  required  by 
§  123.406(a)  is  not  filed  in  accordance 
with  that  paragraph,  or  (B)  the  State 
Agency  finds,  within  30  days  after  the 
date  it  receives  a  notice  in  accordance 
with  §  123.406(a),  that  the  equipment 
will  be  used  to  provide  services  for 
inpatients  of  a  hospital.  However,  an 
acquisition  of  major  medical  equipment 
need  not  be  reviewed  if  it  will  be  used 
to  provide  services  to  inpatients  of  a 
hospital  only  on  an  occasional  and 
irregular  basis.  A  State  program  may 
cover  major  medical  equipment  not 
owned  by  or  located  in  a  health  care 
facility  beyond  the  minimum  coverage 
required  by  this  subparagraph:  however, 
after  September  30, 1982,  the  certificate 
of  need  program  of  a  State  may  not  be 
changed  to  include  additional 
requirements  for  coverage  of  this 
equipment. 

(5)  Acquisitions  of  health  care 
facilities,  (i)  Except  as  provided  in 
§  123.405(b),  the  obligation  of  a  capital 
expenditure  by  any  person  to  acquire  an 
existing  health  care  facility  (A)  if  the 
notice  of  intent  required  at  §  123.406(b) 
is  not  filed  in  accordance  with  that 
paragraph,  or  (B)  if  the  State  Agency 
finds,  within  30  days  after  the  date  it 
receives  a  notice  in  accordance  with 
paragraph  §  123.406(b),  that  the  services 
or  bed  capacity  of  the  facility  will  be 
changed  in  being  acquired. 

(ii)  Each  State  Agency  shall  specify, 
for  purposes  of  the  preceding  sentence, 
what  activities  result  in  a  change  in  the 
services  or  bed  capacity  of  a  health  care 
facility:  however,  these  activities  must 
include  at  least  (A)  a  change  in  the  bed 
capacity  which  increases  or  decreases 
the  total  number  of  beds  (or  distributes 
beds  among  various  categories,  or 
relocates  beds  from  one  physical  facility 
or  site  to  another)  by  ten  beds  or  ten 
percent,  whichever  is  less,  in  any  two- 
year  period,  (B)  the  addition  of  a  health 
^rvice  not  provided  in  or  through  the 
facility  within  the  previous  twelve 
months,  and  (C)  the  termination  of  a 
health  service  provided  in  or  through  the 
facility. 

(b)  Leases,  donations,  and  transfers. 
An  acquisition  by  donation,  lease, 
transfer,  or  comparable  arrangement 
must  be  reviewed  if  the  acquisition 
would  be  subject  to  review  under 
paragraph  (a)  of  this  section  if  made  by 
purchase.  An  acquisition  for  less  than 
fair  market  value  must  be  reviewed  if 
the  acquisition  at  fair  market  value 
would  be  subject  to  review  under 
paragraph  (a)  of  this  section. 

(c)  Commitments  for  financing.  ’The 
term  “obligation,”  when  used  in 
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connection  with  capital  expenditures, 
includes  commitments  made  for 
financing  a  proposed  project.  Thus,  a 
person  must  obtain  a  certificate  of  need 
before  making  a  commitment  for 
financing  an  activity  described  in 
paragraph  (a)(1),  (a)(2),  (a)(3)(i),  or  (a)(5) 
of  this  section. 

(d)  Subsequent  reviews.~-{l)  Capital 
expenditures.  The  State  program  must 
provide  as  follows:  A  proposed  change 
in  a  project  associated  with  a  capital 
expenditure  for  which  the  State  Agency 
has  previously  granted  a  certificate  of 
need  will  require  review  if  the  change  is 
proposed  within  one  year  (or  any  longer 
period  established  under  the  State 
Program)  after  the  date  the  activity  for 
which  the  expenditure  was  approved  is 
undertaken.  (As  an  illustration,  where  a 
hospital  receives  approval  to  construct  a 
new  wing  fpr  its  facility,  the  hospital 
will  “undertake  the  activity”  when  it 
begins  to  provide  services  in  the  wing.) 
This  subparagraph  applies  to  changes 
associated  with  capital  expenditures 
that  were  subject  to  review  under 
paragraph  (a)(1),  (a)(2)  or  (a)(3)  of  this 
section.  A  review  is  required  under  this 
subparagraph  whether  or  not  a  capital 
expenditure  is  associated  with  the 
proposed  change.  A  “change  in  a 
project”  shall  include  any  change  in  the 
bed  capacity  of  a  facility,  the  addition  or 
termination  of  a  health  service,  an 
expansion  or  reduction  of  an  existing 
health  service,  and  any  other  substantial 
change  to  the  project 

Explanatory  note. — Examples  that 
illustrate  coverage  required  by  this  paragraph 
are  as  follows:  (1)  A  certificate  of  need  is 
obtained  for  the  obligation  of  a  capital 
expendihue  to  establish  administrative 
ofiices.  Within  one  year  of  the  date  these 
offices  are  first  used,  the  facility  decides  to 
convert  this  space  to  a  psychiatric  ward.  The 
facility  previously  provided  psychiatric 
services.  A  certificate  of  need  is  required  for 
this  change  regardless  of  whether  a  capital 
expenditure  will  be  associated  with  the 
change  and  the  fact  that  the  conversion 
results  merely  in  an  expansion  of  services 
and  not  the  addition  of  a  new  service.  (2)  A 
certificate  of  need  is  obtained  for  the 
obligation  of  a  capital  expenditure  which 
results  in  the  addition  of  ten  psychiatric  beds. 
Withing  one  year,  those  beds  are  proposed  to 
be  converted  to  pediatric  beds.  Certificate  of 
need  review  is  required  for  the  conversion, 
regardless  of  whether  this  later  activity  is 
tied  to  a  capital  expendihue.  (3)  A  certificate 
of  need  is  obtained  for  the  obligation  of  a 
capital  expenditiu«  which  results  in  the 
addition  of  a  new  psychiatric  service.  Within 
one  year,  this  service  is  proposed  to  be 
converted  to  a  new  pediatric  service. 
Certificate  of  need  review  is  required, 
regardless  of  whether  a  capital  expenditure 
associated  with  the  new  service  be 
incurred  or  annual  operating  costs  of  at  least 
the  expenditure  minimum  will  result. 


(2)  Majar  medical  equipment.  If  a 
person  acquires  major  medical 
equipment  not  located  in  a  health  care 
facility  without  a  certificate  of  need 
more  than  30  days  after  filing  the  notice 
of  intent  required  by  §  123.406(a)  and 
proposes  at  any  time  to  use  that 
equipment  to  serve  inpatients  of  a 
hospital  on  more  than  an  occasional  and 
irregular  basis,  the  proposed  new  use 
must  be  reviewed. 

(3)  Existing  facilities.  If  a  person 
acquires  an  existing  health  care  facility 
without  a  certificate  of  need  more  than 
30  days  after  filing  the  notice  of  intent 
required  by  §  123.406(b),  and  proposes 
to  change  within  one  year  after  the 
acquisition  (or  any  longer  period  of  time 
established  under  the  State  program)  the 
services  or  bed  capacity  of  die  facility, 
the  proposed  change  must  be  reviewed 
if  it  would  have  required  review  under 
paragraph  (a)(5)  of  this  section 
originally. 

(e)  Dissemination  of  scope  of 
coverage.  Before  reviewing  any  project 
not  previously  within  the  scope  of  the 
State  program's  coverage,  each  State 
Agency  shall  disseminate  to  all  health 
systems  agencies,  health  care  facilities, 
and  HMOs  within  the  State,  and  shall 
publish  in  one  or  more  newspapers  of 
general  circulation  in  the  State,  a 
description  of  the  scope  of  coverage  of 
its  program.  The  description  must 
include  at  least  the  coverage  required  by 
§  123.404  and  §  123.405  of  ^s  subpart. 
Whenever  the  scope  of  coverage  is 
revised,  the  State  Agency  shall 
disseminate  and  publish  revised 
description  of  it. 

§  123.405  Health  maintenance 
organizations  (HMOs). 

(a)  Required  coverage.  With  respect 
to  an  HMO  or  a  health  care  facility  , 
controlled,  directly  or  indirectly,  by  an 
HMO  or  combination  of  HMOs,  the 
State  Agency  shall  review  any  activity 
specified  in  §  123.404  which  is 
undertaken  by  or  on  behalf  of  an 
inpatient  health  care  facility  (unless 
these  activities  are  exempt  under 
paragraph  (b)(1)  of  this  section).  In 
addition,  the  State  Agency  shall  review 
the  acquisition  of  major  medical 
equipment  by  an  ambulatory  care 
facility  of  an  HMO  to  the  extent 
required  by  §  123.404(a)(4),  regardless  of 
whe^er  the  acquisition  is  on  behalf  of 
an  inpatient  health  care  facility  (unless 
the  acquisition  is  exempt  under 
paragraph  (b)(1)  of  this  section).  A  State 
program  may  not  exceed  the  coverage 
specified  in  this  paragraph. 

Explanatory  note. — With  respect  to  HMOs, 
State  Agencies  are  required  to  review 
activities  specified  in  $  123.404(a)  (1),  (2),  (3), 
and  (5)  and  in  9  123.404(b)  when  undertaken 


by  or  on  behalf  of  an  inpatient  health  care 
facility  (unless  exempt  under  paragraph  (b)(1) 
of  this  section).  Further,  they  are  required  to 
review  major  medical  equipment  proposed  to 
be  acquired  by  HMOs  as  specified  in 
9  123.404(a)(4)  (unless  exempt  under 
paragraph  (b)U)  of  this  section).  A  list  of 
examples  illustrating  this  coverage  follows: 

(1)  Major  medical  equipment  acquired  by 
HMOs  which  is  not  owned  by  or  located  in  a 
health  care  facility  and  which  is  used 
primarily  for  inpatients  of  a  hospital  must  be 
reviewed  (unless  the  project  is  exempt); 
further,  major  medical  equipment  acquired  by 
an  HMO  and  located  in  a  health  care  facility 
must  be  reviewed  (unless  the  project  is 
exempt).  (2)  An  ambulatory  clinic  proposed 
by  an  HMO  which  is  independent  of  an 
inpatient  health  care  facility  is  not  subject  to 
review.  (3)  Any  capital  expenditure 
exceeding  the  expenditure  minimum  by  or  on 
behalf  of  an  HMO’s  inpatient  health  care 
facility  must  be  reviewed  (unless  the  project 
is  exempt).  (4)  A  capital  expenditure  for  the 
addition  of  ten  beds  to  an  HMO's  hospital 
must  be  reviewed  (unless  the  project  is 
exempt). 

(b)  Exemptions. — (1)  Exemptions  from 
review.  If  an  applicant  has  met  the 
requirements  of  paragraph  (b)(2)  of  this 
section  for  obtaining  an  exemption,  a 
State  Agency  may  not  review  any 
activity  described  in  9  123.404  which  is 
undertaken  on  behalf  of  an  inpatient 
health  care  facility  by  the  following: 

(i)  An  HMO  or  a  combination  of 
HMOs  if  (A)  the  HMO  or  combination  of 
HMOs  has,  in  the  service  area  of  the 
HMO  or  the  service  areas  of  the  HMOs 
in  the  combination,  an  enrollment  of  at 
least  50,000  individuals,  (B)  the  facility 
in  which  the  service  will  be  provided  is 
or  will  be  geographically  located  so  that 
the  service  will  be  reasonably 
accessible  to  the  enrolled  incfividuals, 
and  (C)  at  least  75  percent  of  the 
patients  who  can  reasonably  be 
expected  to  receive  the  health  service 
will  be  individuals  enrolled  with  the 
HMO  or  HMOs  in  the  combination;  or 

(ii)  A  health  care  facility  if  (A)  the 
facility  primarily  provides  or  will 
provide  inpatient  health  services,  (B)  the 
facility  is  or  will  be  controlled,  directly 
orindirectly,  by  an  HMO  or  a 
combination  of  HMOs  which  has,  in  the 
service  area  of  the  HMO  or  service 
areas  of  the  HMOs  in  the  combination, 
an  enrollment  of  at  least  50,(XX) 
individuals.  (C)  the  facility  is  or  will  be 
geographically  located  so  that  the 
service  will  be  reasonably  accessible  to 
the  enrolled  individuals,  and  (D)  at  least 
75  percent  of  the  patients  who  can 
reasonably  be  expected  to  receive  the 
health  service  will  be  individuals 
enrolled  with  the  HMO  or  HMOs  in  the 
combination;  or 

(iii)  A  health  care  facility  (or  portion 
thereof)  if  (A)  the  facility  is  or  will  be 
leased  by  an  HMO  or  combination  of 
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HMOs  which  has,  in  the  service  area  of 
the  HMO  or  the  service  areas  of  the 
HMOs  in  the  combination,  an 
enrollment  of  at  least  50,000  individuals 
and,  on  the  date  the  application  is 
submitted  under  paragraph  (b)(2)  of  this 
section,  at  least  fifteen  years  remain  in 
the  term  of  the  lease,  (B)  the  facility  is  or 
will  be  geographically  located  so  that 
the  service  will  be  reasonably 
accessible  to  the  enrolled  individuals, 
and  (C)  at  least  75  percent  of  the 
patients  who  can  reasonably  be 
expected  to  receive  the  health  service 
will  be  individuals  enrolled  with  the 
HMO. 

(2)  Application  for  exemption,  (i)  An 
HMO,  combination  of  HMOs,  or  health 
care  facility  shall  not  be  exempt  imder 
paragraph  (b)(1)  of  this  section  unless — 

(A)  It  has  submitted,  at  the  time  and 
in  the  form  and  manner  prescribed  by 
the  State  Agency,  an  application  for  em 
exemption  to  the  State  Agency  and  the 
appropriate  health  systems  agency. 

(B)  The  application  contains  the 

information  respecting  the  HMO, 
combination,  or  facility  and  the 
proposed  offering,  acquisition,  or 
obligation  that  the  State  Agency  may 
require  to  determine  if  the  HMO  or 
combination  meets  the  requirements  of 
paragraph  (b)(1)  of  this  section  or  the 
facility  meets  or  will  meet  those 
requirements,  and  ^ 

(C)  The  State  Agency  approves  the 
application. 

(ii)  If  a  proposed  health  care  facility 
(or  portion  thereof)  has  not  begun  to 
provide  health  services  on  the  date  an 
application  is  submitted  for  an 
exemption  for  the  facility  (or  portion 
thereof),  the  State  Agency  shall  approve 
the  application  for  an  exemption  if  it 
determines  that  the  facility  (or  portion 
thereof)  will  meet  the  applicable 
requirements  of  paragraph  (b)(1)  of  this 
section  when  the  facility  first  provides 
health  services. 

(3)  Sale,  lease,  acquisition,  or  use  of 
exempt  facilities  or  equipment.  The 
State  program  must  provide  that  a 
health  care  facility  (or  portion  thereof) 
or  medical  equipment  for  which  an 
exemption  was  granted  under  paragraph 

(b)(1)  of  this  section  may  not  be  sold  or 
leased,  a  controlling  interest  in  the 
facility  or  equipment  or  in  a  lease  of  the 
facility  or  equipment  may  not  be 
acquired,  and  a  health  care  facility 
described  in  paragraph  (b)(l)(iii)  of  this 
section  which  was  exempted  under 
paragraph  (b)(1)  of  this  section  may  not 
be  used  by  any  person  other  than  ^e 
lessee  described  in  paragraph  (b)(l)(iii). 
unless, 

(i)  The  State  Agency  issues  a 
certificate  of  need  for  the  sale,  lease, 
acquisition,  or  use,  or 


(ii)  The  State  Agency  determines, 
upon  application,  that  (A)  the  entity 
which  intends  to  buy  or  lease  the  facility 
or  equipment,  or  acquire  the  controlling 
merest  in  it  or  which  intends  to  use  it  is 
an  HMO  or  a  combination  of  HMOs 
which  meets  the  requirements  of 
paragraph  (b)(i)(i)(A)  of  diis  section;  and 
(B)  with  respect  to  the  facility  or 
equipment  the  entity  meets  ^e 
requirements  of  paragraph  (b)(l)(i)  (B) 
and  (C)  of  this  section  or  of  paragraph 
(b)(l)(ii)  (A)  and  (B)  of  this  section. 

(c)  Inclusion  in  health  plans.  If  an 
HMO  or  a  health  care  facility  which  is 
controlled,  directly  or  indirectly,  by  an 
HMO  applies  for  a  certificate  of  need,  a 
State  Agency  shall  not  disapprove  the 
application  solely  because  Ae  proposal 
is  not  discussed  in  the  applicable  health 
systems  plan,  annual  implementation 
plan,  or  State  health  plan. 

(d)  Required  approval. 

Notwithstanding  general  review  criteria 
established  in  accordance  with 

§  123.412,  if  an  HMO  or  a  health  care 
facility  which  is  controlled,  directly  or 
indirectly,  by  an  HMO  applies  for  a 
certificate  of  need,  the  State  Agency 
shall  approve  the  application  if  it  finds 
(in  accordance  with  §  123.412(a)(13)  (i) 
and  (ii)  that  (1)  approval  of  the 
application  is  required  to  meet  the  needs 
of  the  members  of  the  HMO  and  of  the 
new  members  which  the  HMO  can 
reasonably  be  expected  to  enroll,  and 

(2)  the  HMO  is  unable  to  provide, 
through  services  or  facilities  which  can 
reasonably  be  expected  to  be  available 
to  the  HMO.  its  health  services  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  HMO  and 
which  makes  these  services  available  on 
a  long-term  basis  through  physicians 
and  other  health  professionals 
assoicated  with  it. 

(e)  Sale,  acquisition,  or  lease  of 
approved  facilities  or  equipment.  The 
State  program  must  provide  that  except 
as  provided  in  paragraph  (b)(2)  of  this 
section  and  notwithstandi^  §  123.406,  a 
health  care  facility  (or  portion  thereof) 
or  medical  equipment  for  which  a 
certificate  of  need  was  issued  under  this 
section  may  not  be  sold  or  leased,  and  a 
controlling  interest  in  the  facility  or 
equipment  or  in  a  lease  of  the  facility  or 
equipment  may  not  be  acquired,  unless 
the  State  Agency  issues  a  certificate  of 
need  for  the  sale,  acquisition,  or  lease. 

§  123.406  Notice  of  intent 

The  State  program  must  provide  as 
follows: 

(a)  Major  medical  equipment.  At  least 
30  days  before  any  person  enters  into  a 
contract  to  acquire  major  medical 
equipment  which  will  not  be  owned  by 


or  located  in  a  health  care  facility,  the 
person  shall  notify  the  State  Agency  of 
the  State  in  which  the  equipment  will  be 
located  and  the  appropriate  health 
systems  agency  of  the  person’s  intent  to 
acquire  the  equipment  and  of  the  use 
that  will  be  made  of  the  equipment  (see 
§  123.404(a)(4)(ii)).  The  notice  must  be  in 
writing  and  contain  all  information  the 
State  Agency  requires  in  accordance 
with  §  123.410(a)(4). 

(b)  Acquisition  of  health  care 
facilities.  At  least  30  days  before  any 
person  acquires  or  enters  into  a  contract 
to  acquire  an  existing  health  care 
facing,  the  person  shall  notify  the  State 
Agency  of  the  State  in  which  the  facility 
is  located  and  the  appropriate  health 
systems  agency  of  the  person’s  intent  to 
acquire  the  facility  and  of  the  services  to 
be  offered  in  the  facility  and  its  bed 
capacity  (see  §  123.404(a)(5)).  The  notice 
must  be  made  in  writing  and- must 
contain  all  information  the  State  Agency 
requires  in  accordance  with 

§  123.410(a)(4). 

(c)  Construction  projects.  The  State 
Agency  shall  have  procedures  for 
persons  proposing  construction  projects 
to  submit  to  the  State  Agency  and  the 
appropriate  health  systems  agency,  as 
early  as  possible  in  the  course  of 
planning  the  project,  a  notice  of  intent  in 
as  much  detail  as  may  be  necessary  to 
inform  the  agencies  of  the  scope  and  the 
nature  of  the  project. 

§  123.407  Special  reviews. 

(a)  The  State  Agency  shall  conduct  a 
special  review  as  specified  in  paragraph 
(b)  of  this  section  if  an  application  for  a 
certificate  of  need  for  a  capital 
expenditure  is  made — 

(1)  To  eliminate  or  prevent  imminent 
safety  hazards  as  defined  by  Federal, 
State,  or  local  fire,  building,  or  life  safety 
codes  or  regulations,  or 

(2)  To  comply  with  State  licensure 
standards,  or 

(3)  To  comply  with  accreditation  or 
certification  standards  which  must  be 
met  to  receive  reimbursement  imder 
Title  XVIII  of  the  Social  Security  Act  or 
payments  imder  a  State  plan  for  medical 
assistance  approved  under  Title  XIX  of 
that  Act. 

(b) (1)  In  conducting  special  reviews 
imder  this  section,  the  State  Agency 
shall  determine  whether  (i)  the  project 
meets  any  of  the  conditions  in 
paragraph  (a)  of  this  section,  and  (ii)  the 
facility  or  service  for  which  the  capital 
expenditure  is  proposed  is  needed,  and 
(iii)  the  obligation  of  the  capital 
expenditure  is  consistent  with  the  State 
health  plan. 

(2)  The  State  Agency  shall  issue  a 
certificate  of  need  if  it  determines  that 
(i)  the  project  meets  any  of  the 
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conditions  in  paragraph  (a)  of  this 
section,  and  (ii)  the  facility  or  service  for 
which  the  capital  expenditure  is 
’  proposed  is  needed,  and  (iii)  the 
obligation  of  the  capital  expenditure  is 
consistent  with  the  State  health  plan. 

For  purposes  of  special  reviews  under 
this  section,  the  criteria  developed  under 
§  123.412  do  not  apply. 

(3)  The  State  Agency  shall  conduct  a 
review  using  the  procedures  of  §  123.410 
and  its  criteria  developed  under 
§  123.412  if  it  determines  that  (i)  the 
project  does  not  meet  any  of  the 
conditions  in  paragraph  (a)  of  this 
section,  or  (ii)  the  facility  or  service  for 
which  the  capital  expenditure  is 
proposed  is  not  needed,  or  (iii)  the 
capital  expenditure  is  not  consistent 
with  the  State  health  plan. 

(c)  The  State  Agency  shall  review 
those  portions  of  a  proposed  project 
which  are  not  essential  to  eliminate  or 
prevent  safety  hazards  or  to  comply 
with  certain  licensure,  certification,  or 
accreditation  standards  using  the 
procedures  in  §  123.410  and  its  criteria 
developed  under  §  123.412. 

§  123.408  Enforcement 

(a)  The  State  certificate  of  need 
program  must  provide  that  (1)  State 
Agencies  may  only  grant  a  certificate  of 
need  for  those  obligations  of  capital 
expenditiues,  offerings  of  institutional 
health  services,  and  acquisitions  of 
major  medical  equipment  which  are 
found  to  be  needed;  and  (2)  persons  may 
only  obligate  capital  expenditures,  offer 
institutional  health  services  or  acquire 
major  medical  equipment  after  a 
certificate  of  need  is  granted  or  an 
exemption  imder  §  123.405(b)  is 
obtained;  and  (3)  persons  may  not 
obligate  capital  expendihires,  offer 
institutional  health  services,  or  acquire 
major  medical  equipment  if  a  certificate 
of  need  authorizing  that  obligation, 
offering,  or  acquisition  has  been 
withdrawn  by  the  State  Agency. 

(b)  The  State  certificate  of  need 
program  must  provide  sanctions,  such  as 
the  denial  or  revocation  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  sufficient  to  ensure  compliance 
with  paragraph  (a)  of  this  section. 

§  123.409  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  State  Agency  shall  adopt, 
and  review  and  revise  as  necessary, 
review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
this  subpart  prior  to  conducting  reviews. 

(b)  The  State  Agency,  the  Statewide 
Health  Coordinating  Coimcil,  and  the 
health  systems  agencies  within  the  State 
shall  cooperate  in  the  development  of 


procedures  and  criteria  under  this 
subpart  to  the  extent  appropriate  to 
achieve  efficient  reviews  and  consistent 
criteria  for  reviews. 

(c)  Before  adopting  the  review 
procedures  and  criteria  required  by  this 
subpart  or  any  revisions  of  the 
procedures  and  criteria,  the  State 
Agency  shall  give  interested  persons  an 
opportunity  to  offer  written  comments 
on  the  procedures  and  criteria,  or  any 
revisions  thereof,  which  it  proposes  to 
adopt. 

(1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  Statevnde  health 
agencies  and  organizations,  the 
Statewide  Health  Coordinating  Council, 
each  health  systems  agency  for  a  health 
service  area  located  in  the  State,  and 
any  agency  which  establishes  rates  for 
health  care  facilities  or  HMO’s  in  the 
State. 

(2)  The  State  Agency  shall  publish,  in 
one  or  more  newspapers  of  general 
circulation  in  the  State,  a  notice  stating 
that  review  procedures  and  criteria,  or 
revisions  thereof,  have  been  proposed 
for  adoption  and  are  available  at 
specified  addresses  for  inspection  and 
copying. 

(3)  A  State  Agency  may  request  from 
the  Secretary  an  exception  to  the 
requirement  of  paragraph  (c)(2)  of  this 
section.  The  request  must  be  in  writing 
and  must  contain  a  detailed  explanation 
of  the  reasons  for  the  request  and  of  the 
substitute  publication  procedures  that 
the  agency  intends  to  follow  if  the 
exception  is  approved.  The  Secretary 
may  grant  an  exception  if  the  Secretary 
determines  that  the  proposed  substitute 
procedures  are  less  costly  or  more 
effective  and  do  not  adversely  and 
substantially  affect  the  rights  of  affected 
persons. 

(d)  Each  State  Agency  shall  distribute 
copies  of  its  adopted  review  procedures 
and  criteria,  and  any  revisions  thereof, 
to  the  agencies  and  organizations 
specified  in  paragraph  (c)(1)  of  this 
section  and  to  the  Secretary,  and  shall 
provide  copies  to  other  persons  upon 
request. 

§  123.410  Procedures  for  State  agency 
review. 

(a)  The  procedures  adopted  and  used 
by  a  State  Agency  for  conducting  the 
reviews  covered  by  this  subpart  must 
include  at  least  the  following: 

(1)  Schedules  for  submitting 
applications.  Establishment  of  a 
schedule  for  submission  of  applications 
to  the  State  Agency.  The  schedule  must 
provide  for  the  review  of  all  completed 
applications  pertaining  to  similar  types 
of  services,  facilities,  or  equipment 


affecting  the  same  health  service  area  to 
be  considered  in  relation  to  each  other 
(“batched”)  at  least  twice  a  year. 

(1)  Applications  which  satisfy  the 
requirements  of  S  123.407(a)  for  special 
reviews  are  not  required  to  be  batched. 

(ii)  With  respect  to  health  services, 
the  State  Agency  shall,  unless  the  State 
establishes  other  categories  satisfactory 
to  the  Secretary,  batch  applications,  at 
least  according  to  the  following 
categories:  general  medical-surgical, 
psychiatric,  obstetric,  pediatric,  skilled 
nursing,  and  intermediate  care.  State 
Agencies  may  subdivide  these 
categories  and  may  establish  additional 
categories. 

(2)  Notification  of  the  beginning  of  a 
review.  Timely  written  notification  to 
affected  persons  of  the  beginning  of  a 
review,  and,  if  a  person  has  asked  the 
State  Agency  to  place  the  person’s  name 
on  a  mailing  list  maintained  by  the  State 
Agency,  notification  to  the  person. 
Notification  must  include  the  proposed 
schedule  for  the  review,  the  period 
within  which  a  public  hearing  during  the 
course  of  the  review  may  be  requested 
by  affected  persons,  and  the  manner  in 
which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 
requested. 

(i)  For  purposes  of  this  paragraph,  the 
date  of  notification  is  the  date  on  which 
the  notice  is  sent  or  the  date  on  which 
the  notice  appears  in  a  newspaper  of 
general  circulation,  whichever  is  later. 

(ii)  Written  notification  to  members  of 
the  public  may  be  provided  through 
newspapers  of  general  circulation  in  the 
health  service  area  and  public 
information  channels;  notification  to  all 
other  affected  persons  must  be  by  mail 
(which  may  be  as  part  of  a  newsletter). 

(3)  Review  period.  Schedules  which 
provide  for  starting  reviews  in  a  timely 
fashion  and  which  establish  the  period 
within  which  the  State  Agency  will 
approve  or  disapprove  applications  for 
certificates  of  need  and  for  examples 
under  §  23.405(b). 

(i)  If,  after  a  review  has  begun,  the 
State  Agency  or  the  health  systems 
agency  requires  the  applicant  to  submit 
additional  information,  that  agency  shall 
give  the  applicant  at  least  fifteen  days  to 
submit  the  information,  and  upon 
request  of  the  applicant,  the  State 
Agency  shall  extend  its  review  period  at 
least  fifteen  days.  This  extension  must 
apply  to  all  other  applications  which 
have  been  batched  with  the  application 
for  which  additional  information  is 
required. 

(ii)  The  schedule  must  provide  that  no 
certificate  of  need  review  shall,  to  the 
extent  practicable,  take  longer  than  90 
days  fi^m  the  date  that  notification  is 
sent  to  all  affected  persons  under 
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paragraph  (a)(2)  of  this  section  to  the 
date  of  the  written  findings  made  under 
paragraph  (a)(6)  of  this  section.  The 
State  Agency  shall  adopt  criteria 
acceptable  to  the  Secretary  for 
determining  when  it  would  not  be 
practicable  to  complete  a  review  within 
90  days. 

(iii)  The  schedule  must  set  forth  the 
period  within  which  the  appropriate 
health  systems  agency  shall  complete  its 
review  under  §  122.308(a)(3)  of  this  title, 
and  provide  it  reconunendation  with 
respect  to  the  project  to  the  State 
Agency.  However,  the  period  allotted  by 
the  State  Agency  to  the  health  systems 
agency  for  completion  of  its  review  and 
submission  of  its  recommendation  may 
not  be  less  than  60  days,  except  with  Ae 
written  consent  of  the  health  systems 
agency. 

(4)  Information  requirements. 

Provision  for  persons  subject  to  a  review 
to  submit  to  the  State  Agency,  in  the 
form  and  manner  and  containing  the 
information  which  the  State  Agency 
shall  prescribe  and  publish,  any 
information  that  the  State  Agency  may 
require  concerning  the  subject  of  the 
review. 

(i)  The  information  requirements  may 
vary  according  to  the  purpose  for  which 
a  particular  review  is  being  conducted 
or  the  type  of  health  service  being 
reviewed. 

(ii)  The  State  Agency  may  require  no 
information  of  a  person  subject  to 
review  which  is  not  prescribed  and 
published  as  being  required. 

(iii)  The  State  Agency  shall  develop 
procedures  to  ensure  that  requests  for 
information  in  connection  with  a  review 
under  this  subpart  are  limited  to  only 
that  information  which  is  necessary  to 
the  State  Agency  to  perform  the  review. 

(5)  Periodic  reports.  Submission  of 
periodic  reports  by  providers  of  health 
services  and  other  persons  subject  to 
review  respecting  the  development  of 
proposals  subject  to  review. 

(6)  Written  findings  and  conditions. 
Provision  for  written  findings  (including, 
as  appropriate,  the  required  findings 
under  §  123.405(d)  and  §  123.413(a)) 
which  state  the  basis  for  any  final 
decision  made  by  the  State  Agency.  The 
State  Agency  may  not  make  its  final 
decision  subject  to  any  condition  unless 
the  condition  directly  relates  to  criteria 
established  under  §  123.412  or  criteria 
prescribed  by  regulation  by  the  State 
Agency  in  accordance  with  an 
authorization  under  State  law.  The  State 
Agency  shall  send  written  findings  to 
the  applicant  and  to  the  health  systems 
agency  for  the  health  service  area  in 
which  the  project  is  proposed,  and  shall 
make  them  available  to  others  upon 
request.  In  the  case  of  a  project 


proposed  by  an  HMO,  the  State  Agency 
shall  also  send  these  written  findings  to 
the  appropriate  Regional  Office  of  the 
Department  of  Health,  Education,  and 
Welfare  at  the  time  these  are  sent  to  the 
applicant. 

(7)  Notification  of  the  status  of  a 
review.  Timely  notification,  upon 
request,  of  providers  of  health  services 
and  other  persons  subject  to  review 
under  this  subpart  of  the  status  of  the 
State  Agency  review,  findings  made  in 
the  course  of  the  review,  and  other 
appropriate  information  respecting  the 
review. 

(8)  Public  hearing  in  the  course  of 
review.  Provision  for  a  public  hearing  in 
the  course  of  agency  review  if  requested 
by  any  affected  person. 

(i)  The  State  Agency  shall  provide  at 
least  30  days  from  the  date  of  written 
notification  of  the  beginning  of  a  review 
(see  paragraph  (a)(2)  of  this  section) 
within  which  a  public  hearing  during  the 
course  of  the  review  may  be  requested. 
The  State  Agency  shall,  prior  to  the 
hearing,  provide  notice  of  the  hearing,  in 
accordance  with  its  procedure  adopted 
under  paragraph  (a)(2)  of  this  section. 

(ii)  In  a  hearing,  any  person  shall  have 
the  right  to  be  represented  by  counsel 
and  to  present  oral  or  written  arguments 
and  evidence  relevant  to  the  matter 
which  is  the  subject  of  the  hearing.  Any 
person  affected  by  the  matter  may 
conduct  reasonable  questioning  of 
persons  who  make  relevant  factual 
allegations. 

(iii)  The  agency  shall  maintain  a 
verbatim  record  of  the  hearing. 

(iv)  The  agency  may  not  impose  fees 
for  the  hearing. 

(v)  Paragraph  (c)  of  this  section 
provides  that  the  requirement  for  a 
public  hearing  in  the  course  of  review  is 
satisfied  if  the  State  Agency  delegates 
the  hearing  responsibility  to  the 
appropriate  health  systems  agency  and 
the  health  systems  agency  follows  the 
procedures  required  by  this  subsection. 

In  the  event  that  a  person  qualifying 
under  the  State  Agency  definition  of 
"affected  person”  is  not  provided  an 
opportunity  for  a  public  hearing  by  the 
health  systems  agency,  due  to  a 
difference  in  that  agency’s  definition  of 
“affected  persons,”  the  State  Agency 
must  provide  that  person  an  opportunity 
for  a  public  hearing. 

(9)  Ex  parte  contacts.  Provision  that, 
after  the  commencement  of  a  hearing 
under  paragraphs  (a)(8)  and  (a)(ll)  of 
this  section  and  before  a  decision  is 
made,  there  shall  be  no  ex  parte 
contacts  between  (i)  any  person  acting 
on  behalf  of  the  applicant  or  holder  of  a 
certificate  of  need,  or  any  person 
opposed  to  tlie  issuance  or  in  favor  of 
withdrawal  of  a  certificate  of  need  and 


(ii)  any  person  in  the  State  Agency  who 
exercises  any  responsibility  respecting 
the  application  or  withdrawal. 

(10)  Statement  of  reasons.  Provision 
that  if  the  State  Agency  makes  a 
decision  which  is  inconsistent  with  a 
recommendation  made  by  the  health* 
systems  agency,  the  goals  of  the 
applicable  health  systems  plan,  or  the 
priorities  of  the  applicable  annual 
implementation  plan,  the  State  Agency 
shall  submit  to  the  health  systems 
agency  a  written,  detailed  statement  of 
the  reasons  for  the  inconsistency. 

(11)  Public  hearings  for 
reconsideration  of  a  State  Agency 
decision.  Provision  that  any  person  may, 
for  good  cause  shown,  request  in  writing 
a  public  hearing  for  purposes  of 
reconsideration  by  the  State  Agency  of 
its  decision. 

(i)  The  agency  may  not  impose  fees 
for  the  hearing. 

(ii)  For  purposes  of  this  subparagraph, 
a  request  for  a  public  hearing  shows 
good  cause  if  it  (A)  presents  significant 
relevant  information  not  previously 
considered  by  the  State  Agency,  (B) 
demonstrates  that  there  have  been 
significant  changes  in  factors  or 
circumstances  relied  upon  by  the  State 
Agency  in  reaching  its  decision,  (C) 
demonstrates  that  the  State  Agency  has 
materially  failed  to  follow  its  adopted 
procedures  in  reaching  its  decision,  or 
(D)  provides  any  other  basis  which  the 
State  Agency  determines  constitutes 
good  cause. 

(iii)  To  be  effective,  a  request  for  a 
hearing  must  be  received  within  30  days 
of  the  State  Agency  decision,  and  the 
hearing  must  commence  within  30  days 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
these  procedures  are  established  under 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern. 

(iv)  llie  State  Agency  shall  send 
notification  of  the  public  hearing,  prior 
to  the  date  of  the  hearing,  to  the  person 
requesting  the  hearing,  the  person 
proposing  the  project  and  the  health 
systems  agency  for  the  health  service 
area  in  which  the  project  is  proposed, 
and  to  others  upon  request 

(v)  The  State  Agency  shall  make 
written  findings  which  state  the  basis 
for  its  decision  within  45  days  after  the 
conclusion  of  the  hearing,  except  that 
where  any  different  time  period  is 
established  imder  State  law  governing 
the  practices  and  procedures  of 
administrative  agencies,  the  latter  shall 
govern. 

(vi)  A  decision  of  the  State  Agency 
following  a  public  hearing  under  this 
subparagraph  shall  be  considered  a 
decision  of  the  State  Agency  for 
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piuposes  of  subparagraphs  (6),  (7),  (10), 

(13),  (14),  and  (15)  of  this  paragraph. 

(12)  Maximums  on  capital 
expenditures.  Provision  that,  in  issuing  a 
certificate  of  need,  the  State  Agency 
shall  specify  the  maximum  capital 
expenditure  which  may  be  obligated 
under  the  certificate.  The  State  Agency 
shall  (i)  prescribe  the  method  used  to 
determine  capital  expenditure 
maximums,  (ii)  establish  procedures  to 
monitor  capital  expenditures  obligated 
under  certificates,  and  (iii)  establish 
procedures  to  review  projects  for  which 
the  capital  expenditure  maximum  is 
exceeded  or  expected  to  be  exceeded. 

(13)  Administrative  review.  Provision 
that  upon  request  of  any  affected 
person,  the  decision  of  the  State  Agency 
to  issue,  not  to  issue,  or  to  withdraw  a 
certificate  of  need  or  to  approve  or 
disapprove  an  application  for  an 
exemption  shall  be  administratively 
reviewed,  under  an  appeals  mechanism 
consistent  with  State  law  governing  the 
practices  and  procedures  of 
administrative  agencies,  or,  if  there  is  no 
such  State  law,  by  an  entity  (other  than 
the  State  Agency)  designated  by  the 
Governor. 

(i)  To  be  effective,  the  request  must  be 
received  within  30  days  of  the  State 
Agency  decision,  and  the  review  must 
commence  within  30  days  of  receipt  of 
the  request,  except  that  where  any 
different  time  periods  for  these 
procedures  are  established  under  State 
law  governing  the  practices  and 
procedures  of  administrative  agencies, 
the  latter  shall  govern. 

(ii)  The  decision  of  the  reviewing 
agency  must  be  made  in  writing  within 
45  days  after  the  conclusion  of  the 
review,  except  that  where  any  different 
time  period  is  required  under  State  law 
governing  the  practices  and  procedures 
of  administrative  agencies,  the  latter 
shall  govern.  The  State  Agency  shall 
send  these  written  findings  to  the  person 
proposing  the  project,  the  person 
requesting  the  review,  the  appropriate 
health  systems  agency,  and  to  others 
upon  request. 

(iii)  The  decision  of  the  reviewing 
agency  shall  be  considered  the  final 
decision  of  the  State  Agency.  However, 
if  permitted  by  applicable  State  law.  the 
reviewing  agency  may  remand  the 
matter  to  the  State  Agency  for  further 
action  or  consideration. 

(14)  Judicial  review.  Provision  that 
any  person  adversely  affected  by  a  final 
decision  of  a  State  Agency  with  respect 
to  a  certificate  of  need  or  an  application 
for  an  exemption  may,  within  a 
reasonable  period  of  time  after  the 
decision  is  made  (and  any 
administrative  review  of  it  completed). 


obtain  judicial  review  of  it  in  an 
appropriate  State  court. 

(i)  The  State  court  shall  affirm  the 
decision  of  the  State  Agency  unless  it 
finds  it  to  be  arbitrary  or  capricious  or 
not  made  in  compliance  with  applicable 
law. 

(ii)  For  purposes  of  this  subparagraph, 
“person  adversely  affected”  shall 
include  any  person  residing  within  the 
geographic  area  served  or  to  be  served 
by  the  provider  involved  in  the  decision, 
any  person  who  regularly  uses  health  g 
facilities  within  that  geographic  area, 
any  provider  in  the  health  service  area 
affected,  any  provider  in  a  defferent 
health  service  area  if  the  proposal  under 
review  would  adversely  affect  that 
provider,  the  appropriate  health  systems 
agency,  and  any  other  person  who 
participated  in  the  proceeding  before  the 
State  Agency. 

(15)  Annual  reports  of  the  State 
Agency.  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  State 
Agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  review)  and  of  the 
reviews  completed  by  the  agency  since 
the  publication  of  the  last  report  and  a 
general  statement  of  the  findings  and 
decisions  made  in  the  course  of  those 
reviews. 

(16)  Public  access.  Access  by  the 
general  public  to  all  applications 
reviewed  by  the  State  Agency  and  to  all 
other  written  materials  essential  to  any 
agency  review. 

(17)  Failure  to  act  on  an  application 
within  the  required  time.  Provision  that 
if  the  State  Agency  fails  to  approve  or 
disapprove  an  application  for  a 
certificate  of  need  or  an  exemption 
under  §  123.405(b)  within  the  applicable 
period,  the  applicant  may,  within  a 
reasonable  period  of  time  following  the 
expiration  of  that  period,  bring  an  action 
in  an  appropriate  State  court  to  require 
the  State  Agency  to  approve  or 
disapprove  the  application.  A  certificate 
of  need  or  an  exemption  may  not  be 
issued  or  denied  solely  because  the 
State  Agency  failed  to  reach  a  decision. 

(18)  Withdrawal  of  a  certificate  of 
need.  Provision  that  an  application  for  a 
certificate  of  need  shall  specify  the  time 
the  applicant  will  require  to  make  the 
service  or  equipment  available  or  to 
obligate  the  expenditure  and  a  timetable 
for  making’the  service  or  equipment 
available  or  obligating  the  expenditure. 
After  the  issuance  of  a  certificate  of 
need,  the  State  Agency  shall 
periodically  review  the -progress  of  the 
holder  of  the  certificate  in  meeting  the 
timetable  specified  in  the  approved 
application.  If  on  the  basis  of  this  review 
the  State  Agency  determines  that  the 
holder  of  a  certificate  is  not  meeting  the 


timetable  and  is  not  making  a  good  faith 
effort  to  meet  it,  the  State  Agency  may, 
after  considering  any  recommendation 
made  by  the  appropriate  health  systems 
agency,  withdraw  the  certificate.  In 
withdrawing  a  certificate  of  need,  the 
State  Agency  shall  follow  the 
procedures  at  paragraph  (a)(2),  (6),  (7), 
(8),  (9).  (10),  (11),  (13).  (14),  and  (15)  of 
this  section. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)(4)  or 
(5)  of  this  section  shall  be  deemed 
satisfied  if  the  appropriate  health 
systems  agency  has  provided  for  the 
corresponding  procedure  found  at 

§  122.308(a)(4)  or  (5)  of  this  title.  The 
procedures  of  paragraph  (a)(8)  of  this 
section  shall  be  deemed  satisfied  if  the 
State  Agency  delegates  the  hearing 
responsibility  to  the  appropriate  health 
systems  agency  and  the  health  systems 
agency  follows  the  procedures  at 
paragraph  (a)(8)  of  this  section. 

§  123.41 1  Exceptions  to  use  for  procedures. 

(a)  The  Secretary  may  approve  an 
exception  to  any  of  the  required  review 
procedures  under  §  123.410  either  in 
response  to  a  written  request  from  a 
State  Agency  or  as  a  general  exception 
of  which  any  State  Agency  may  avail 
itself.  In  approving  a  general  exception, 
the  Secretary  will  establish  substitute 
procedures  where  appropriate. 

(b)  Before  availing  itself  of  a  general 
exception  approved  by  the  Secretary, 
the  State  Agency  shall  follow  the  notice 
and  comment  procedures  of  §  123.409(c). 
Before  submitting  a  written  request  for 
an  exception  under  this  section,  the 
State  Agency  shall  follow  the  notice  and 
comment  procedures  of  §  123.409(c)  and 
shall  submit  to  the  Secretary  with  its 
request  copies  of  all  comments  which  it 
receives.  Before  approving  the  request, 
the  Secretary  will  (1)  review  copies  of 
the  comments  submitted  by  the  State 
Agency  and  (2)  determine  that  the 
procedures  ehich  will  be  used  are 
consistent  with  the  purposes  of  the  Act 
and  will  not  adversely  and  substantially 
affect  the  rights  of  affected  persons. 

(c)  The  State  Agency  shall,  in 
accordance  with  the  requirements  of 
§  123.409(d),  distribute  a  notice  of  the 
approved  exceptions  and  of  any 
substitute  procedures  established  under 
this  section. 

S  123.412  Criteria  for  State  agency  review. 

(a)  The  State  Agency  shall  adopt,  and 
use  as  appropriate,  specific  criteria  for 
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conducting  the  reviews  covered  by  this 
subpart  The  criteria  may  be  based  only 
on  the  following  general  considerations, 
except  that  the  State  Agency  may 
include  any  additional  criteria  which  it 
prescribes  by  regulation  in  accordance 
with  an  authorization  under  State  law. 

In  the  case  of  an  HMO  or  an  ambulatory 
care  facility  or  health  care  facility 
controlled,  directly  or  indirectly,  by  an 
HMO  or  combination  of  HMOs.  the 
criteria  must  be  based  only  on  the 
considerations  set  forth  in  paragraph 
(a)(13)  of  this  section, 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  health  systems  plan,  annual 
implementation  plan,  and  State  health 
plan. 

(2)  The  relationship  of  services 
reviewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  the  services. 

(3)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  the  services  to  be  offered, 
expanded,  reduced,  relocated,  or 
eliminated. 

(4)  The  immediate  and  long-term 
financial  feasibility  of  the  proposal,  as 
well  as  the  probable  impact  of  the 
proposal  or  the  costs  of  and  charges  for 
providing  health  services  by  the  person 
proposing  the  service. 

(5) (i)  lifie  need  that  the  population 
served  or  to  be  served  has  for  the 
services  proposed  to  be  offered  or 
expanded,  and  the  extent  to  which  all 
residents  of  the  area,  and  in  particular 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons  and  other  underserved  groups 
are  likely  to  have  access  to  those 
services. 

(ii)  In  the  case  of  a  reduction  or 
elimination  of  a  service,  including  the 
relocation  of  a  facility  or  a  service,  the 
need  that  the  population  presently 
served  has  for  the  service;  the  extent  to 
which  that  need  will  be  met  adequately 
by  the  proposed  relocation  or  by 
alternative  arrangements;  and  the  effect 
of  the  reduction,  elimination  or 
relocation  of  the  service  on  the  ability  of 
low  income  persons,  racial  and  ethnic 
minorities,  women,  handicapped 
persons,  and  other  underserved  groups 
to  obtain  needed  health  care. 

(6)  The  contribution  of  the  proposed 
service  in  meeting  the  health  related 
needs  of  members  of  medically 
underserved  groups  which  have 
traditionally  experienced  difficulties  in 
obtaining  equal  access  to  health 
services  (for  example,  low  income 
persons,  racial  and  ethnic  minorities, 
women,  and  handicapped  persons), 
particularly  those  needs  identified  in  the 
applicable  health  systems  plan,  annual 


implementation  plan,  and  State  health 
plan  as  deserving  of  priority.  In  this 
regard,  the  State  Agency  shall  consider: 

(i)  The  extent  to  which  medically 
underserved  populations  currently  use 
the  applicant’s  services  in  comparison  to 
the  percentage  of  the  population  in  the 
applicant’s  service  area  which  is 
medically  underserved,  and  the  extent 
to  which  medically  underserved 
populations  will  use  the  proposed 
services  if  approved; 

(ii)  The  past  performance  of  the 
applicant  in  meeting  its  obligation,  if 
any,  under  any  applicable  Federal 
regulations  requiring  provision  of 
uncompensated  care,  community 
service,  or  access  by  minorities  and 
handicapped  persons  to  programs 
receiving  Federal  financial  assistance 
(including  the  existence  of  any 
unresolvent  civil  rights  access 
complaints  against  the  applicant); 

(iii)  The  extent  to  which  physicians 
with  admitting  priYileges  at  the 
applicant’s  facility  admit  Medicare  and 
Medicaid  patients;  and 

(iv)  The  extent  to  which  the  applicant 
offers  alternative  means,  other  than 
through  admission  by  a  physician,  by 
which  a  person  will  have  access  to  its 
services  (e.g.,  admission  through  a  clinic 
or  emergency  room). 

(7)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
the  services  are  proposed  to  be 
provided. 

(8)  The  availability  of  resources 
(including  health  personnel, 
management  personnel,  and  fimds  for 
capital  and  operating  needs)  for  the 
provision  of  the  services  proposed  to  be 
provided  and  the  availability  of 
alternative  uses  of  these  resources  for 
the  provision  of  other  health  services. 

(9)  The  relationship,  including  the 
organizational  relationship,  of  the  health 
services  proposed  to  be  provided  to 
ancillary  or  support  services. 

(10)  llie  effect  of  the  means  proposed 
for  the  delivery  of  health  services  on  the 
clinical  needs  of  health  professional 
training  programs  in  the  area  in  which 
the  services  are  to  be  provided. 

(11)  If  proposed  health  services  are  to 
be  available  in  a  limited  number  of 
facilities,  the  extent  to  which  the  health 
professions  schools  in  the  area  will  have 
access  to  the  services  for  training 
purposes. 

(12)  Special  needs  and  circumstances 
of  those  entities  which  provide  a 
substantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  the  entities  are  located  or  in 
adjacent  health  service  areas.  These 
entities  may  include  medical  and  other 


health  professions  schools, 
multidisciplinary  clinics  and  specialty 
centers. 

(13)  The  special  needs  and 
circumstances  of  HMOs.  These  needs 
and  circumstances  shall  be  limited  to: 

(i)  The  needs  of  enrolled  members  and 
reasonably  anticipated  new  members  of 
the  HMO  for  the  health  services 
proposed  to  be  provided  by  the 
organization;  and 

(ii)  The  availability  of  the  new  health 
services  from  non-HMO  providers  or 
other  HMOs  in  a  reasonable  and  cost- 
effective  manner  which  is  consistent 
with  the  basic  method  of  operation  of 
the  HMO.  In  assessing  the  availability 
of  these  health  services  fi-om  these 
providers,  the  agency  shall  consider 
only  whether  the  services  from  these 
providers; 

(A)  Would  be  available  under  a 
contract  of  at  least  five  years  duration; 

(B)  Would  be  available  and 
conveniently  accessible  through 
physicians  and  other  health 
professionals  associated  with  the  HMO. 
(For  example — whether  physicians 
associated  with  the  HMO  have  or  will 
have  full  staff  privileges  at  a  non-HMO 
hospital); 

(C)  Would  cost  no  more  than  if  the 
services  were  provided  by  the  HMO; 
and 

(D)  Would  be  available  in  a  manner 
which  is  administratively  feasible  to  the 
HMO. 

(14)  The  special  needs  and 
circumstances  of  biomedical  and 
behavioral  research  projects  which  are 
designed  to  meet  a  national  need  and 
for  which  local  conditions  offer  special 
advantages. 

(15)  In  the  case  of  a  construction 
project — 

(i)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(ii)  The  probable  impact  of  the 
construction  project  reviewed  on  the 
costs  of  providing  health  services  by  the 
person  proposing  the  construction 
project  and  on  the  costs  and  charges  to 
the  public  of  providing  health  services 
by  other  persons. 

(16)  The  special  circumstances  of 
health  care  facilities  with  respect  to  the 
need  for  conserving  energy. 

(17)  In  accordance  with  section 
1502(b)  of  the  Act,  the  factors  which 
affect  the  effect  of  competition  on  the 
supply  of  the  health  services  being 
reviewed. 

(18)  Improvements  or  innovations  in 
the  financing  and  delivery  of  health 
services  which  foster  competition,  in 
accordance  with  section  1502(b)  of  the 
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Act,  and  serve  to  promote  quality 
assurance  and  cost  effectiveness. 

(19)  In  the  case  of  health  services  or 
facilities  proposed  to  be  provided,  the 
efficiency  and  appropriateness  of  the 
use  of  existing  services  and  facilities 
similar  to  those  proposed. 

(20)  In  the  case  of  existing  services  or 
facilities,  the  quality  of  care  provided  by 
those  facilities  in  the  past. 

(21)  When  an  application  is  made  by 
an  osteopathic  or  allopathic  facility  for  a 
certificate  of  need  to  construct,  expand, 
or  modernize  a  health  care  facility, 
acquire  major  medical  equipment,  or 
add  services,  the  need  for  that 
construction,  expansion,  modernization, 
acquisition  of  equipment,  or  addition  of 
services  shall  be  considered  on  the  basis 
of  the  need  for  and  the  availability  in 
the  commvmity  of  services  and  facilities 
for  osteopathic  and  allopathic 
physicians  and  their  patients.  The  State 
Agency  shall  consider  the  application  in 
terms  of  its  impact  on  existing  and 
proposed  institutional  training  programs 
for  doctors  of  osteopathy  and  medicine 
at  the  student,  internship,  and  residency 
training  levels. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the 
purpose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

§  123.413  Required  findings  on  access. 

(a)  Under  §  123.412(a)  (5)  and  (6),  the 
State  Agency  is  required  to  develop 
criteria  based  on  considerations  relating 
to  the  need  of  the  population  to  be 
served  for  the  proposed  project  and  the 
extent  to  which  the  residents  of  the  area 
will  have  access  to  the  project.  For  each 
project  it  approves,  the  State  Agency 
shall  make  a  written  finding  (which, 
where  appropriate,  shall  take  into 
account  the  current  accessibility  of  the 
facility  as  a  whole),  on  the  extent  to 
which  the  project  will  meet  the  State 
Agency’s  criteria  developed  based  on 
the  considerations  in  §  123.412(a)  (5)  and 
(6),  except  in  the  following  cases; 

(1)  Where  the  project  is  one  described 
in  §  123.407(a)  (projects  to  eliminate  or 
prevent  certain  imminent  safety  hazards 
or  to  comply  with  certain  licensure  or 
accreditation  standards);  or 

(2)  Where  the  project  is  a  proposed 
capital  expenditure  not  directly  related 
to  the  provision  of  health  services  or  to 
beds  or  major  medical  equipment;  or 

(3)  Where  the  project  is  proposed  by 
or  on  behalf  of  an  1^0  or  a  health  care 
facility  which  is  controlled,  directly  or 
indirectly,  by  an  HMO. 

(Explanatory  note. — ^To  the  extent  that  a 
project  does  not  fall  within  one  of  these 
exceptions,  a  written  finding  on  need  and 


access  is  required  if  the  project  is  approved. 
Where  written  findings  are  required,  they 
need  only  apply  to  the  project  under  review, 
however,  where  appropriate  the  accessibility 
of  the  project  must  be  evaluated  in  light  of 
the  current  accessibility  of  the  facility  as  a 
whole.  If  the  State  Agency  disapproves  the 
proposal  for  failure  to  meet  the  need  and 
access  criteria,  it  must  so  state  in  its  written 
findings  under  S  123.410(a)(6).  Examples  of 
when  the  written  finding  is  required  as  to 
whether  a  project  satisfies  the  State  Agency's 
criteria  for  need  and  access  are  as  follows: 

(1)  The  applicant  proposes  to  make  a  capital 
expenditiu^  of  $400,000  required  solely  to 
comply  with  State  licensure  standards.  The 
written  finding  is  not  required.  (2)  The 
applicant  proposes  to  provide  a  new 
coronary  care  service  with  annual  operating 
costs  of  more  than  the  expenditure  minimum. 
The  written  finding  is  required  if  the  project 
is  approved.  (3)  The  applicant  proposes  to 
make  a  capital  expenditure  of  $200,000  to  re¬ 
pave  its  parking  lot  or  to  acquire 
computerized  data  processing  equipment  or 
to  repair  or  upgrade  its  heating  or  air 
conditioning  equipment  The  written  finding 
is  not  required.  (4)  The  applicant  proposes  to 
make  a  capital  expenditure  to  add  fifteen 
beds  to  its  obstetrical  ward.  The. written 
finding  is  required  if  the  project  is  approved.) 

(b)  In  any  case  where  the  State 
Agency  finds  that  an  approved  project 
does  not  satisfy  the  State  Agency's 
criteria  based  on  the  considerations  in 
§  123.412(a)  (5)  or  (6),  it  may,  if  it 
approves  the  application,  impose  the 
condition  that  the  applicant  take 
affirmative  steps  to  meet  those  criteria. 

(c)  In  any  case  where  the  State 
Agency  finds  that  a  project  does  not 
satisfy  the  State  Agency’s  criteria  based 
on  the  considerations  in  §  123.412(a)  (5) 
or  (6),  it  shall  so  notify  in  writing  the 
applicant  and  the  appropriate  Regional 
Office  of  the  Department  of  Health, 
Education,  and  Welfare. 

Appendix — Effective  Dates 

Because  there  have  been,  over  time,  a 
number  of  different  sets  of  regulations 
identifying  the  requirements  for 
satisfactory  certificate  of  need 
programs,  each  set  with  its  own 
effective  dates,  the  Secretary  discusses 
each  of  these  below,  together  with  Pub. 

L.  96-79  and  an  analysis  of  how  the 
requirements  for  State  health  planning 
and  development  agency  designation 
under  section  1521  of  the  Public  Health 
Service  Aci  (“the  Act’’)  are  related  to 
compliance  with  the  certificate  of  need 
requirements.  There  are  involved  three 
sets  of  certificate  of  need  requirements: 

1.  The  original  regulations.  These 
were  published  on  January  21, 1977  (42 
FR  4002),  and  amended  slightly 
(primarily  with  respect  to  required 
reviews  of  changes  in  bed  capacity)  on 
April  8, 1977  (42  FR  18605). 

2.  The  amended  regulations.  On  April 
2. 1979  (44  FR  19306),  the  original 


regulations  were  republished,  with 
significant  amendments  applying  to 
certificate  of  need  reviews  of  proposals 
by  health  maintenance  organizations 
(HMOs).  These  regulations  required  that 
State  Agencies  consider  certain  specific 
criteria  and  make  certain  findings  in 
regard  to  HMO  proposals. 

The  April  2  regulations  also  specified 
that  States  may  not  review  expenditures 
for  feasibility  surveys  for  HMOs  which 
are  funded  under  section  1303  of  the  Act 
or  expenditures  for  planning  of  HMOs 
which  are  funded  under  section  1304  of 
the  Act. 

The  April  2, 1979,  regulations  also 
added  two  other  important  provisions. 
State  Agencies  were  required  (1)  to 
consider  the  special  circxunstances  of 
health  care  facilities  and  HMOs  with 
respect  to  the  need  for  conserving 
energy  and  (2)  to  give  special 
consideration  to  (a)  the  health  related 
needs  of  medically  underserved  groups 
and  in  particular  members  of  groups 
which  have  traditionally  experienced 
difficulties  in  obtaining  equal  access  to 
health  services,  such  as  minorities, 
women,  and  the  handicapped,  and  (b)  * 
the  contribution  of  the  proposal  being 
reviewed  in  meeting  those  needs. 

On  April  25, 1979  (44  FR  24428),  the 
regulations  were  further  amended  to 
specify  that  the  offering  of  certain 
computed  tomographic  (CT)  scanner 
services  must  be  considered  the  offering 
of  a  health  service,  as  defined  by 
§  123.404(a)(3)  of  the  regulations. 

The  dates  by  which  the  States  were 
required  to  implement  the  amendments 
made  by  the  April  2  and  April  25, 1979, 
regulations  were  discussed  in  the 
preambles  to  those  documents.  These 
dates  were  to  be  determined  by  whether 
State  legislative  changes  were  required 
to  implement  those  amendments.  See  44 
FR  19315,  April  2, 1979,  and  44  FR  24429- 
30.  April  25, 1979. 

Some  of  the  requirements  of  these 
regqlations  have  been  superseded  by  the 
1979  statutory  amendments.  These  are 
discussed  below,  as  is  the  Secretary’s 
decision  to  revise  these  required 
implementation  dates. 

3.  The  1979  statutory  amendments.  As 
noted  above.  Title  XV  of  the  Act  was 
amended  on  October  4. 1979,  by  Pub.  L. 
96-79,  so  that  the  statutory  requirements 
for  certificate  of  need  programs  are 
substantially  changed.  The  present 
regulations  are  proposed  to  be  revised 
to  implement  the  statutory  amendments. 

Under  Section  129  of  Pub.  L  96-79,  the 
new  certificate  of  need  requirements 
that  do  not  require  State  legislative 
action  for  their  implementation  were 
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AGENCY  PUBLICATION  ON  ASSIGNED  DAYS  OF  THE  WEEK 

The  following  agencies  have  agreed  to  publish  all  This  is  a  voluntary  program.  (See  OFR  NOTICE 


documents  on  two  assigned  days  of  the  week 
(Monday /Thursday  or  Tuesday/Friday). 

FR  32914,  August  6,  1976.) 

Monday 

Ttioaday 

Thursday 

rrfctiy 

DOT/SECRETARY 

USDA/ASCS 

DOT/SECRETARY 

USDA/ASCS 

DOT/CX>AST  GUARD 

USDA/ APHIS 

DOT/COAST  GUARD 

USDA/ APHIS 

DOT/FAA 

USDA/FNS 

DOT/FAA 

USDA/FNS 

DOT/FHWA 

USDA/FSQS 

DOT/FHWA 

USDA/FSQS 

DOT/FRA 

USDA/REA 

DOT/FRA 

USDA/REA 

DOT/NHTSA 

MSPB/OPM 

DOT/NHTSA 

MSPB/OPM 

DOT/RSPA 

LABOR 

DOT/RSPA 

LABOR 

DOT/SLSDC 

HEW/FDA 

DOT/SLSDC 

HEW/FDA  ' 

DOT/UMTA 

DOT/UMTA 

CSA 

CSA 

Documents  normally  scheduled  for  publication  on  Comments  on  this  program  are  still  invited.  the  Federal  Register,  National  Archives  and 

a  day  that  will  be  a  Federal  holiday  will  be  Comments  should  be  submitted  to  the  Records  Service,  General  Services  Administration, 

published  the  next  work  day  following  the  Oay-of-the-Week  Program  Coordinator.  Office  of  Washington,  D.C.  20406 

holiday. 


REMINDERS 


The  “reminders"  below  identify  documents  that  appeared  in  issues  of 
the  Federal  Register  15  days  or  more  ago.  Inclusion  or  exclusion  from 
this  list  has  no  legal  significance. 

Rules  Going  Into  Effect  Today 

Note:  There  were  no  items  eligible  for  inclusion  in  the  list  of  Rules 
Going  Into  Effect  Today. 

NATIONAL  CREDIT  UNION  ADMINISTRATION 
12211  2-25-80  /  Statement  of  policy — National  Environmental 

.  Policy  Act 

Deadlines  for  Comments  on  Proposed  Rules  for  the  Week 
of  March  30, 1980  through  April  5, 1980 
AGRICULTURE  DEPARTMENT 

Agricultural  Marketing  Service — 

18013  3-20-60  /  Milk  in  Eastern  Ohio-Western  Pennsylvania 

marketing  area;  comments  by  4-4-80 
155S5  3-11-80  /  Quantity  of  hops  that  may  be  freely  marketed 

from  the  1980  crop;  comments  by  3-26-80 
Animal  and  Plant  Health  Inspection  Service — 

10752  2-19-80  /  Re-entry  and  importation  of  pet  birds,  6nal  rules; 

comments  by  4-4  "80 
Farmers  Home  Administration — 

6792  1-30-80  /  Operating  loan  policies,  procedures  and 

authorizations;  comments  by  3-31-80 
Food  and  Nutrition  Service — 

7227  2-1-80  /  National  School  Lunch  Program;  School  Breakfast 

Program,  Summer  Food  Service  Program  for  Children; 
submission  of  claims  for  reimbursement;  comments  by 
3-31-80 

CIVIL  AERONAUTICS  BOARD 

7567  2-4-80  /  Insurance  requirements  for  U.S.  and  foreign  air 

,  carriers;  reply  comments  by  4-1-80 

COPYRIGHT  ROYALTY  TRIBUNAL 

14884  3-7-80  /  Requirements  for  1980  filing  of  claims  to  cable 

royalty  fees;  comments  by  3-31-80 


ENERGY  DEPARTMENT 

Economic  Regulatory  Administration — 

6951  1-31-80  /  Assignments  and  adjustments  to  Brms; 

allocation  level  for  mail  hauling;  comments  by  4-4-80 

Federal  Energy  Regulatory  Commission — 

12777  2-27-80  /  Disclosed  estimation  methodology  approach  for 

determination  of  volumes  of  natmal  gas  used  for  exempt 
purposes  under  the  incremental  pricing  program; 
comments  extended  to  3-31-80 

[Originally  published  at  45  FR  21, 1-2-80] 

15556  3-11-80  /  Exemption  for  small  industrial  boiler  fuel 

facilities  from  incremental  pricing  provisions  of  the 
Natural  Gas  Policy  Act  of  1978;  comments  by  4-4-60 

[See  also  44  FR  57783, 10-5-79] 

15563  3-11-80  /  Permanent  Rule  Defining  Agricultural  uses 

exempt  from  incremental  pricing  under  the  Natural  Gas 
Policy  Act  of  1978  and  rule  exempting  agricultural  uses 
hpm  incremental  pricing  surcharges;  comments  by  4-4-80 

15559  3-11-80  /  Permanent  Rule  defining  small  existing 

industrial  boiler  fuel  users  exempt  from  incremental 
pricing  under  the  Natural  Gas  Policy  Act  of  1978: 
comments  from  4-4-80 

15S5S  3-11-80  /  Procedures  to  be  used  for  the  first  ten  months  of 

the  incremental  pricing  program  by  industrial  users  in 
calculating  the  volumes  of  natural  gas  subject  to 
incremental  pricing  surcharges;  comments  by  4-4-80 

[See  also  45  FR  21, 1-2-80] 

13122  2-28-80  /  Treatment  under  incremental  pricing  program  of 

natural  gas  used  as  boiler  fuel  to  raise  steam  which  forms 
a  step  in  the  manufacturing  process  for  fertilizer, 
comments  by  3-31-80 

ENVIRONMENTAL  PROTECTION  AGENCY 

7758  2-4-80  /  Ammonium  sulfate  manufacture:  standards  of 

performance;  comments  by  4-5-80 

13732  3-3-60  /  Exclusion  and  exemption  of  motor  vehicles  and 

motor  vehicle  engines  from  certain  prohibitions  or 
requirements  under  the  Clean  Air  Act;  comments  by 
4-2-80 
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14232  3-5-60  /  Hazardous  waste  and  hazardous  waste 

management,  availability  of  information  on  hazardous 
waste  testing  procedures;  comments  by  4-4-60 
16208  3-13-60  /  Ink  formulating  point  source  category  effluent 

guidelines,  pretreatment  standards,  and  new  source 
performance  standards;  comments  for  proposed  ink 
formulating  industry  by  3-31-60 
14072  3-4-80  /  Montana;  designation  of  areas  for  air  quality 

planning  purposes;  comments  by  4-3-60 
1252  1-4-60  /  Noise  emission  standards  for  interstate  rail 

carriers;  comments  by  4-4-80 

14232  3-5-60  /  Polychlorinated  biphenyls  (PCB’s);  request  for 

information  on  PCB  transformers;  comments  by  4-4-60 

7582  2-4-60  /  Virginia;  attainment  status  designations; 
comments  by  4-4-80 

FEDERAL  COMMUNICATIONS  COMMISSION 
19902  3-7-60  /  Authorization  of  use  of  low  power  radio 

transmitters  by  police  radio  service  licenses  in  the  30-50 
mHz  150-174  mHz  and  450-470  mHz  bands;  comments  by 

3- 31-60 

2857  1-15-80  /  Cellular  mobile  communication  systems;  band 

use;  inquiry;  comments  by  4-1-60 
14075  3-4-80  /  Domestic  public  land  mobile  radio  service;  air- 

ground  assignment  to  Tallahassee,  Fla.;  comments  by 

4- 4-80 

7583  2-4-80  /  Establishment  of  disaster  radio  response  program 
in  local  government  radio  service  for  States,  territories, 
and  possessions;  comments  by  4-4-60 

8673  2-8-80  /  FM  assignment  to  Big  Rapids,  Mich.;  comments  by 
3-31-60 

9755  2-13-60  /  FM  broadcast  station  in  Los  Osos — ^Baywood 

Park  Calif.;  proposed  changes  in  table  of  assignments; 
comments  by  3-31-60 

17043  3-17-80  /  FM  broadcast  station  assignment  to  Malakoff. 

Tex.;  reply  comments  period  extended  to  3-31-60 
[See  also  45  FR  1920, 1-9-60] 

8674  2-8-70  /  FM  assignment  to  Olympia,  Wash.;  comments  by 
3-31-80 

9023  2-11-80  /  FM  broadcast  stations  in  Blue  Ridge,  Ga.  and 
Murphy,  N.C.;  changes  in  table  of  assignments;  comments 
by  4-4-60 

9022  2-11-80  /  FM  broadcast  station  in  Hudson  Falls,  N.Y.; 

changes  in  table  of  assignments;  comments  by  4-4-60 
6419  1-28-80  /  Operation  of  visual  and  aural  transmitters  of  TV 

stations;  comments  by  3-31-80 
3064  1-16-80  /  Policy  and  rules  on  rates  for  competitive 

common  carrier  services  and  facilities  authorizations; 
period  for  reply  comments  on  Part  XI  extended  to  4-4-80 
[Originally  published  at  44  FR  67445, 11-26-79  and 
corrected  at  44  FR  73130, 12-17-79] 

14074  3-4-80  /  Proposals  received  in  cellular  rulemaking; 

comments  by  4-1-80 

14074  3-4-60  /  Public  mobile  radio  services;  revision  and  update 

of  rules;  comments  by  3-31-80 

12446  2-26-80  /  Public  mobile  radio  services;  elimination  of 

Rnancial  qualifications;  comments  by  4-4-80 

9024  2-11-80  /  Television  broadcast  station  in  Crossville,  Tenn.; 
changes  in  table  of  assignments;  comments  by  4-4-80 

FEDERAL  ELECTION  COMMISSION 

13767  3-3-80  /  Contributions  to  an  expenditures  by  delegates  to 

National  Nominating  Conventions;  comments  by  4-2-80 
FEDERAL  REGISTER  ADMINISTRATIVE  COMMITTEE 
13715  2-29-80  /  Identification  of  subjects  in  agency  regulations; 

comments  by  3-31-80 
[See  also  45  FR  2998, 1-15-80] 

GENERAL  SERVICES  ADMINISTRATION 
9267  2-12-60  /  Commercial  products;  temporary  regulations; 

comments  by  3-31-60 


National  Archives  and  Records  Service — 

14073  3-4-80  /  Fees  for  reproduction  services  and  location  of 

records  and  hours  of  use;  comments  by  4-6-60 

HEALTH*  EDUCATION,  AND  WELFARE  DEPARTMENT 

Civil  Rights  Office — 

14233  3-5-60  /  Equal  opportunity  in  employment  provisions 
applicable  to  the  Public  Broadcasting  Services,  National 
Public  Radio,  and  Telecommunications  entities  receiving 
Federal  funds  from  the  Corporation  of  Public  Broadcasting; 
comments  by  4-1-60 

[5ee  also  44  FR  75676, 12-21-79] 

INTERIOR  DEPARTMENT  ' 

Fish  and  Wildlife  Service — 

9028  2-11-80  /  Migratory  bird  hunting;  nontoxic  shot  zones  for 

waterfowl  hunting,  for  hunting  seasons  commencing  in 
1980;  comments  by  3-31-80 
Land  Management  Bureau — 

13988  3-3-60  /  Exploration  and  mining  wilderness  review 

program;  comments  by  4-2-60 

INTERSTATE  COMMERCE  COMMISSION 

10386  2-15-60  /  Administrative  appeals  in  non-rail  proceedings: 

comments  by  3-31-80 

13479  2-29-60  /  Expansion  of  air  terminal  zones  at  speciBed 

major  “air  cargo  centers”;  comments  by  3-31-60 

14234  3-5-60  /  Rail  market  dominance  and  related 
considerations;  comments  extended  to  4-2-60 

[See  also  45  FR  3353, 1-17-60] 

LABOR  DEPARTMENT 

Employment  Standards  Administration — 

14070  3-4-60  /  Farm  labor  contractor  registration;  documents 

acceptable  as  evidence  of  bona  Bde  inquiry  of 
employability  status;  conunents  by  4-3-60 

'  NATIONAL  CREDIT  UNION  ADMINISTRATION 

15939  3-12-60  /  Federal  credit  unions;  loan  interest  rates; 

increase;  comments  by  3-31-80 

6795  1-30-60  /  Special  share  accoimts  and  deBnition  of  gross 

income,  risk  assets  and  liquid  assets;  comments  by 

3- 30-80 

NUCLEAR  REGULATORY  COMMISSION 

6793  1-30-80  /  Domestic  licensing  of  production  and  utilization 

facilities;  operational  data  gathering;  comments  by  3-31-60 

PERSONNEL  MANAGEMENT  OFFICE 

7263  2-1-80  /  Pay  administration;  back  pay;  clariBcation  and 

simplification;  comments  by  4-1-80 

POSTAL  SERVICE 

14605  3-6-60  /  Solicitations  in  guise  of  bills,  invoices,  or 

statement  of  account;  comments  by  4-5-60 

SECURITIES  AND  EXCHANGE  COMMISSION 

15941  3-12-80  /  Requests  for  conBdential  treatment  of  records 

obtained  by  the  Commission;  comments  by  4-4-60 

TENNESSEE  VALLEY  AUTHORITY 

11835  2-22-80  /  Nondiscrimination  with  respect  to  aged; 

comments  by  3-30-60 

TRANSPORTATION  DEPARTMENT 

Coast  Guard — 

10814  2-19-60  /  Cedar  Point,  Sandusky,  Ohio;  establishment  of 

special  anchorage  area;  comments  by  4-1-60 

10813  2-19-80  /  Duluth-Superior  Harbor,  Duluth,  Minn.; 

establishment  of  special  anchorage  area;  comments  by 

4- 1-80 
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10813  2-19-80  /  Manatee  River,  Bradenton,  Fla.;  establishment  of 

special  anchorage  area;  comments  by  4-1-80 

10815  2-19-80  /  Muskegon  Lake  East,  Muskegon,  Mich.; 

establishment  of  special  anchorage  area;  comments  by 
4-1-80 

10810  2-19-80  /  Niagara  River,  Youngstown,  N.Y,;  enlargement  of 
special  anchorage  area;  comments  by  4-1-80 

10811  2-19-80  /  San  Francisco  Bay;  expansion  of  anchorage  No. 

5;  comments  by  4-1-80 

10812  2-19-80  /  San  Juan  Harbor,  P.R.;  reduction  of  temporary 
anchorage  E;  comments  by  4-1-80 

Federal  Aviation  Administration — 

7540  2-4-80  /  Air  taxi  operators  and  commercial  operators: 

commuter  pilot  in  command  operating  experience 
requirements;  comments  by  4-1-80 

[See  also  45  FR  7246,  2-1-80] 

Federal  Highway  Administration — 

69586  12-3-79  /  Maximum  weight  of  trucks  on  interstate  highway 

system  highways;  comments  by  3-30-80 

National  Highway  Traffic  Safety  Administration — 

77210  12-31-79  /  Federal  motor  vehicle  safety  standards; 

improvement  of  seat  belt  assemblies;  comments  by  4-1-80 

13785  3-3-80  /  Federal  motor  vehicle  safety  standards;  new 

pneumatic  tires — passenger  cars;  loading  schedules  for 
certain  tire  sizes;  increase  of;  comments  by  4-2-80 

77199  12-31-79  /  Light  truck  average  fuel  economy  standards  for 

model  years  1983-85;  comments  by  3-31-80 

Research  and  Special  Programs  Administration — 

8323  2-7-80  /  Transportation  of  liquids  by  pipeline;  addition  of 

water  to  pipelines  transporting  anhydrous  ammonia; 
comments  by  4-1-80 

72201  12-13-79  /  Transportation  of  natural  and  other  gas  by 

pipeline;  leakage  surveys;  comments  by  3-31-80 

TREASURY  DEPARTMENT 

Internal  Revenue  Service — 

6800  1-30-80  /  Income  tax;  election  in  certain  liquidations  for 

involuntary  conversion;  comments  by  3-31-80 

6800  1-30-80  /  Option  to  capitalize  or  deduct  intangible  drilling 

and  development  costs  in  the  case  of  wells  drilled  for  any 
geothermal  deposit;  comments  by  3-31-80 

VETERANS  ADMINISTRATION 

14071  3-4-80  /  Medical  benehts;  nursing  home  care  in  foreign 

countries;  comments  by  4-3-80 

Deadlines  for  Comments  On  Proposed  Rules  for  the  Week  ' 
of  April  6  through  April  12, 1980 

AGRICULTURE  DEPARTMENT 

Animal  and  Plant  Health  Inspection  Service — 

8630  2-8-80  /  Sugarcane  diseases;  comments  by  4-8-80 

6654  2-8-80  /  West  Indian  Sugarcane  Root  Borer;  comments  by 

4-8-80 

Food  and  Nutrition  Service — 

6876  2-8-80  /  Special  Supplemental  Food  Program  for  Women, 

Infants  and  Children;  eligibility;  comments  by  4-8-80 

CHRYSLER  CORPORATION  LOAN  GUARANTEE  BOARD 

6942  2-11-80  /  Rules  of  Procedures:  access  to  records; 

imposition  of  fees;  comments  by  4-11-80 

COMMERCE  DEPARTMENT 

International  Trade  Administration — 

8293  2-7-80  /  Establishment  of  validated  licensing  requirement 

for  export  of  marketable  phosphate  rock,  phosphoric  acid 
of  all  concentrations  and  phosphatic  fertilizers  of  all 
concentrations  to  the  U.S.S.R.;  comments  by  4-7-80 


16202  3-13-80  /  Titanium  (DPS  Order  3):  possible  amendment  to 

schedule  n  of  DPS  Reg.  1;  comments  by  4-11-80 

COMMODITY  FUTURES  TRADING  COMMISSION 

8312  2-7-80  /  Arbitration  of  other  dispute  settlement 

procedures;  amendment  to  allow  appeals  to  an  entity 
within  a  contract  market  in  member-to-member 
arbitration;  comments  by  4-7-80 

ENERGY  DEPARTMENT 

Conservation  and  Solar  Energy  OfBce — 

8462  2-7-80  /  Standby  Federal  emergency  energy  conservation 

plan;  comments  by  4-7-80 

ENVIRONMENTAL  PROTECTION  AGENCY 

15591  3-11-80  /  Air  quality  State  implementation  plans;  revision 

to  the  Virgin  Islands  plan;  comments  by  4-10-80 

8670  2-8-80  /  Arizona  plan  revision;  air  quality  control,  region 

"  redesignation;  comments  by  4-8-80 

14699  3-7-80  /  Controls  applicable  to  gasoline  refiners;  lead 

phase-down  regulations;  comments  by  4-7-80 

14606  3-8-80  /  Delaware;  schedules  to  correct  deHciencies  in 
nonattainment  area  plan  revision;  comments  by  4-7-80 

14886  3-7-80  /  Discussion  of  proposed  revisions  to 

Massachusetts  State  Implementation  Plan;  comments  by 
4-7-80 

14885  3-7-80  /  Extension  of  revision  to  Massachusetts  State 

Implementation  Plan;  comments  by  4-7-80 

14607  3-6-80  /  Leather  tanning  and  Bnishing  point  source 
category  effluent  limitations  guidelines,  pretreatment 
standards,  and  new  source  performance  standards: 
comments  by  4-10-80 

[5ee  also  44  FR  38748,  7-2-79] 

15192  3-10-80  /  Ohio  Implementation  Plan;  comments  by  4-9-80 

FEDERAL  COMMUNICATIONS  COMMISSION 

62216  io-24-79  /  American  Telephone  &  Telegraph  Co.  private 

line  rate  structure  and  volume  discount  practices;  reply 
comments  and  counter  proposals  by  4-7-80 

(See  also  45  FR  13139,  2-28-80  and  45  FR  16214,  3-13-80] 

2067  1-10-80  /  Facilitating  authorization  of  wide-area-mobile 

radio  communications  systems  on  frequencies  allocated 
for  trunked  systems:  comments  by  4-7-80 

2069  1-10-80  /  Facilitating  operation  of  low  power,  limited 

coverage  systems  in  the  22,000-23,600  mHz  bands;  reply 
comments  by  4-7-80 

12456  2-26-80  /  FM  table  of  assignments;  Ackerman.  Miss.; 
comments  by  4-7-80 

12448  2-26-80  /  FM  table  of  assignments;  Bethel.  Alaska; 

comments  by  4-7-80 

12457  2-26-80  /  FM  table  of  assignments;  Bridgeport,  Nebr.; 
comments  by  4-7-80 

12454  2-26-80  /  FM  table  of  assignments;  Chatham,  Mass.; 

comments  by  4-7-80 

12451  2-26-80  /  FM  table  of  assignments;  Coeur  D’Alene,  Idaho: 

comments  by  4-7-80 

12459  2-26-80  /  FM  table  of  assignments;  Westover  and  Grafton. 

W.Va.:  comments  by  4-7-80 

3349  1-17-80  /  Implementing  a  system  of  temporary  licensing 

for  multiple  licensed  mobile  relay  systems  operating  in  the 
business  radio  service;  comments  by  4-7-80 

3086  1-16-80  /  Mobile  station,  control  point,  and  control  station 

authorization  procedures  for  800  mHz  common  user 
systems;  reply  comments  by  4-7-80 
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3335  1-17-SO  /  Reimbursement  of  expenses  for  participation  in 

commission  proceedings;  comments  by  4-7-80 
6124  1-25-80  /  Television  broadcast  stations  in  Butte,  Bozeman, 

and  Anaconda.  Mont.;  reassignment  of  channel;  reply 
conunents  by  4-7-80 

12453  2-26-80  /  Television  table  of  assignments;  Lexington,  Ky.; 

comments  by  4-7-80 

12450  2-26-80  /  Television  table  of  assignments;  Sebring,  Fla.; 

comments  by  4-7-80 
FEDERAL  MARITIME  COMMISSION 
15229  3-10-80  /  Shippers'  requests  and  complaints;  reporting 

requirements;  comments  by  4'  0-80 
GENERAL  SERVICES  ADMINISTRATION 
Public  Buildings  Service — 

8028  2-6-80  /  Accomodations  for  the  physically  handicapped; 

change  in  Federal  standards;  comments  by  4-7-80 
HEALTH,  EDUCATION,  AND  WELFARE  DEPARTMENT 
Child  Support  Enforcement  OfHce — 

8316  2-7-80  /  Aid  to  families  with  dependent  children  Child 

Support  Enforcement  Program;  supplemental  payment 
computation;  comments  by  4-7-80 
Education  Office — 

8314  2-7-80  /  Safe  school  program;  identifying  local  educational 

agencies  eligible  to  apply  for  assistance  and  criteria  for, 
selecting  agencies  for  funding;  comments  by  4-7-80 
Food  and  Drug  Administration — 

8870  2-8-80  /  Devices  used  as  a  radiation  source  (in 

combination  with  a  psoralen  drug)  in  the 
photochemotherapy  for  psoriasis;  comments  by  4-6-80 
Social  Security  Administration — 

6316  2-7-80  /  Aid  to  families  with  dependent  children.  Child 

Support  Enforcement  Program;  supplemental  payment 
computation;  comments  by  4-7-80 
INTERIOR  DEPARTMENT 
Fish  and  Wildlife  Service — 

2616  1-11-80  /  Alaska  National  Wildlife  Monuments;  minerals 

management;  comments  by  4-10-80 
15241  3-10-80  /  Desert  Tortoise;  critical  habitat  for  Beaver  Dam 

Slope  population;  comments  by  4-9-80 
*  Land  Management  Bureau — 

8672  2-6-80  /  Off-road  vehicles;  conditions  of  use;  comments  by 

4-8-80 

National  Park  Service — 

14601  3-6-80  /  Glacier  Bay  National  Monument;  protection  of 

humpback  whales;  comments  by  4-7-80 
Surface  Mining  Reclamation  and  Enforcement  Office — 
14881  3-7-80  /  Announcement  of  receipt  of  permanent  program 

submission  from  State  of  North  Dakota;  comments  by 
4-10-80 

15189  6-10-80  /  Maryland;  permanent  program  submission; 
comments  by  4-11-80 

15575  3-41-80  /  Receipt  of  Permanent  Program  submission  from 
the  Commonwealth  of  Pa.;  comments  by  4-11-80 

15576  3-11-80  /  Receipt  of  Permanent  Program  submission  from 
Commonwealth  of  Va.;  comments  by  4-11-80 

15583  3-11-80  /  Receipt  of  Permanent  Program  submission  from 

State  of  Illinois,  Springfield,  111.  (open),  4-10-80 

15190  3-10-80  /  West  Virginia;  permanent  program  submission; 
comments  by  4-11-80 

INTERSTATE  COMMERCE  COMMISSION 
15236  3-10-80  /  Revision  of  National  Environmental  Policy  Act 

guidelines;  comments  by  4-9-80 

9027  2-11-80  /  Routing  of  traffic;  individual  rerouting  without 

prior  Commission  approval;  advance  notice;  comments  by 
4-11-80 


LABOR  DEPARTMENT 

Employment  and  Training  Administration — 

15914  3-11-80  /  Establishment  of  a  new  methodology  for 

computing  the  agricultural  adverse  effect  wage  rate; 
comments  by  4-10-80 

Pension  and  Welfare  Benefits  Programs  Office- 
8761  2-8-80  /  Proposed  Class  Exemption  for  certain  interest 

fi'ee  loans  to  employee  benefit  plans;  comments  by  4-9-80 

PERSONNEL  MANAGEMENT  OFFICE 
7818  2-5-80  /  Reduction  in  force;  comments  by  4-7-80 

8630  2-8-80  /  Reduction  in  force;  retention  preference; 

comments  by  4-8-80 

POSTAL  SERVICE 

6801  1-30-80  /  Private  express  statutes;  enforcement  and 

suspension;  comments  period  extended  from  2-8-80  to 
4-8-80 

[Originally  published  at  45  FR 1427,  Jan.  7, 1980] 
SECURITIES  AND  EXCHANGE  COMMISSION 
7578  2-4-80  /  "Money  Market”  funds;  inclusion  of  standardized 

yield  computation  in  prospectuses;  comments  by  4-7-80 

TRANSPORTATION  DEPARTMENT 

Coast  Guard — 

15192  3-10-80  /  Drawbridge  operations;  Atlantic  Intracoastal 

Waterway,  Palm  Beach  County,  Fla.;  comments  by  4-11-80 
11790  2-21-80  /  Electronic  relative  motion  analyzer,  comments 

by  4-7-80 

13138  2-28-80  /  Unslaked  lime  shipping  requirements;  comments 

by  4-11-80 

TREASURY  DEPARTMENT 

Comptroller  of  the  Currency — 

8025  2-6-80  /  Indemnification  of  officers,  directors  and 

employees  by  national  banks;  comments  by  4-7-80 
Internal  Revenue  Service — 

8668  2-8-80  /  Changes  in  the  deposit  requirements  for  Social 
Security  and  withheld  income  taxes;  comments  by  4-8-80 

8669  2-8-80  /  Gas  guzzler  tax;  manufacturers  and  retailers 
excise  taxes;  comments  by  4-8-80 

8589  2-8-80  /  Gas  guzzler  tax;  temporary  excise  tax  regulations; 

comments  by  4-8-80 

Next  Week’s  Meetings 

ADMINISTRATIVE  CONFERENCE  OF  UNITED  STATES 

15971  3-12-80  /  Ratemaking  and  Economic  Regulation 

'  Committee,  Washington,  D.C.  (open),  3-31-80 

18041  3-20-80  /  Rulemaking  and  Public  Information  Committee, 

Washington,  D.C.  (open),  4-4-80 

ARTS  AND  HUMANITIES  NATIONAL  FOUNDATION 
11965  2-22-80  /  Humanities  Panel,  Washington,  D.C.  (closed), 

4-4-80 

16362  3-13-80  /  Theatre  Panel,  Washington,  D.C.  (partially 

open),  4-2  through  4-5-80 

CIVIL  RIGHTS  COMMISSION 

13789  3-3-80  /  Delaware  Advisory  Committee,  Dover,  Delaware, 

(open),  3-26-80 

17056  3-17-80  /  Michigan  Advisory  Committee,  Detroit,  Mich, 

(open),  4-3-80 

15972  3-12-80  /  New  Jersey  Advisory  Committee,  New 
Brunswick,  N.J.  (open),  4-3-80 

COMMERCE  DEPARTMENT 

National  Oceanic  and  Atmospheric  Administration — 

16521  3-14-80  /  Mid- Atlantic  Fishery  Management  Council’s 

Scientific  and  Statistical  Committee,  Philadelphia,  Pa. 
(open),  4-3-80 
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DEFENSE  DEPARTMENT 

OfHce  of  the  Secretary — 

3-6-80  /  Defense  Intelligence  Agency  Advisory 
Committee,  Fort  George  Meade,  Md.  (closed),  4-1-80 

2- 22-80  /  DOD  Wage  Committee,  Washington,  D.C. 
(closed),  4-1-80 

1- 29-80  /  Organization  of  the  Joint  Chiefs  of  Staff,  Joint 
Strategic  Target  Planning  Staff  ScientiHc  Advisory  Group. 
Offut  Air  Force  Base,  Nebr.  (closed),  4-1  through  4-3-80 

ENERGY  DEPARTMENT 

Federal  Energy  Regulatory  Commission — 

3- 12-80  /  Supply  of  nattval  gas  and  fuel  oil  displacement 
opportunities,  Washington,  D.C.  4-2-80 

HEALTH,  EDUCATION,  AND  WELFARE  DEPARTMENT 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration — 

3-11-80  /  Community  Alcoholism  Services  Review 
Committee,  Rockville,  Md.  (open),  3-30  and  3-31-80 

Center  for  Disease  Control — 

2- 8-80  /  Intemation  Symposium  on  Pelvic  Inflammatory 
Disease,  Atlanta,  Ga.  (open),  4-1  thru  4-3-80 

Education  OfHce — 

2- 15-80  /  Black  Higher  Education  and  Black  Colleges  and 
Universities  National  Advisory  Committee,  Washington. 
D.C.  (open),  3-31  and  4-1-80 

Food  and  Drug  Administration — 

3- 11-80  /  Board  of  Tea  Experts,  Brooklyn,  N.Y,  (open). 

3-31  thru  4-1-80 

3-14-80  /  Circulatory  System  Devices  Panel,  Washington. 
D.C.  (partially  open),  3-31-80 

National  Institutes  of  Health — 

3-11-80  /  Biometry  and  Epidemiology  Contract  Review 
Committee,  Bethesda,  Md.  (partially  open),  4-8-80 

3-11-80  /  Cause  and  Prevention  ScientlBc  Review 
Committee,  Bethesda,  Md.  (partially  open),  4-3-80 

3-14-80  /  Mental  Retardation  Research  Committee  of  the 
National  Institute  of  Child  Health  and  Human 
DevelopmenL  Bethesda,  Md.  (open),  4-7  and  4  8  80 

3-11-80  /  Research  Manpower  Review  Committee,  Chevy 
Chase,  Md.  (open),  3-30,  3-31  and  4-1-80 

Office  of  the  Assistant  Secretary  for  Health — 

3-17-80  /  National  Conunittee  on  Vital  and  Health 
Statistics,  Washington,  D.C.  (open),  4-2  and  4-3-80 

Office  of  the  Secretary — 

3-14-80  /  National  Advisory  Committee  on  the  White 
House  Conference  on  Families,  special  subcommittee  on 
the  appointment  of  at-large  delegates,  Washington,  D.C. 
(partially  open),  4-1-80 ' 

INTERIOR  DEPARTMENT 

Land  Management  Bureau — 

2- 7-80  /  Colorado;  Craig  District  Advisory  Board,  Craig, 
Colo,  (open)  4-3-80 

3- 11-80  /  Outer  Continental  Shelf  Advisory  Board  North 
Atlantic  Technical  Working  Group  Committee,  New  York, 
N.Y.  (open),  4-1  and  4-2-80 

2- 22-80  /  Intergovernmental  Planning  Program's  Gulf  of 
Mexico  Regional  Technical  Working  Group,  New  Orleans, 
La.  (open),  4-1  and  4-2-80 

3- 4-80  /  Southern  Appalachian  Regional  Coal  Team. 
Alabama  Subregion,  Montgomery,  Ala.,  4-3-80 

JUSTICE  DEPARTMENT 
Prisons  Bureau — 

3-4-80  /  National  Institute  of  Corrections  Advisory  Board, 
Alexandria,  Va..  3-30-80 


NATIONAL  AERONAUTICS  AND  SPACE  ADMINISTRATION 

16659  3-14-80  /  Ad  Hoc  Informal  Advisory  Subcommittee  on 

Geodynamics  and  Geology  of  the  NAC-STAAC, 
Washington,  D.C.  (open),  4-1  and  4-2-80 

16659  3-14-80  /  Ad  Hoc  Informal  Advisory  Subcommittee  on 

Satellite  Communications  Applications  of  the 
NAC-STAAC,  Washington,  D.C.  (open),  4-3  and  4-4-80 

15346  3-10-80  /  NASA  Advisory  Council,  Aeronautics  Advisory 

Committee,  Moffett  Field,  Calif,  (open),  4-2  through  4-4-80 

NATIONAL  SCIENCE  FOUNDATION 

16659  3-14-80  /  Advisory  Committee  for  Astronomy, 

Washington,  D.C.  (partially  open),  4-2  and  4-3-80 

NUCLEAR  REGULATORY  COMMISSION 

17097  3-17-80  /  Advisory  Committee  on  Reactor  Safeguards.  Ad 

Hoc  Subcommittee  on  Three  Mile  Island,  Unit  2  Accident 
Action  Plan,  Washington,  D.C.  (closed),  4-1  and  4-2-80 

SMALL  BUSINESS  ADMINISTRATION 

16662  3-14-80  /  Region  I  Advisory  Council,  Providence.  R.I. 

(open),  4-2-80 

STATE  DEPARTMENT 

15742  3-11-80  /  Study  Group  CMIT  of  the  U.S.  Organization  for 

the  International  Radio  Consultative  Committee  (CCIR). 
Washington,  D.C.  (open),  4-8-80 

TRANSPORTATION  DEPARTMENT 

Coast  Guard — 

10172  2-14-80  /  Deepwater  port  provisions;  comments  by 

3- 31-80 

Research  and  Special  Programs  Administration — 

13153  2-28-80  /  Transportation  of  wet  electric  storage  batteries 

on  passenger-canying  aircraft,  Washington,  D.C.  (open), 

4- 3-80 

VETERANS  ADMINISTRATION 

18549  3-21-80  /  Medical  Research  Service  Merit  Review  Boards. 

Washington,  D.C.  (open),  4-8  through  4-10-80 

17714  3-19-80  /  Wage  Committee,  Washington,  D.C.  (closed), 

4-3-80 

Next  Week’s  Public  Hearings 

ENERGY  DEPARTMENT 

Federal  Energy  Regulatory  Commission — 

15556  3-11-80  /  Exemption  for  small  industrial  boiler  fuel 

facilities  ffom  incremental  pricing  provisions  of  the 
Natural  Gas  Policy  Act  of  1978,  Los  Angeles,  Calif.  4-1-80 

(See  also  44  FR  57783, 10-5-79) 

15559  3-n-80  /  Permanent  rule  defining  small  existing  industrial 

boiler  fuel  users  exempt  from  incremental  pricing  under 
the  Natural  Gas  Policy  Act  of  1978,  Los  Angeles,  Calif. 

4-1-80 

15555  3-11-80  /  Procedures  to  be  used  for  the  first  ten  months 

of  the  incremental  pricing  program  by  industrial  users  in 
calculating  the  volumes  of  natural  gas  subject  to 
incremental  pricing  surcharges,  4-4-80,  Los  Angeles,  Calif. 

[See  also  45  FR  21, 1-2-80) 

TENNESSEE  VALLEY  AUTHORITY 

6225  1-25-80  /  Consideration  of  ratemaking  standards, 

Chattanooga,  Tenn.,  4-1-80 

[See  a/so  44  FR  78611, 12-27-79) 

TRANSPORTATION  DEPARTMENT 

Research  and  Special  Programs  Administration — 

14609  3-6-80  /  Highway  routing  of  radioactive  materials, 

Chicago,  m.,  4-3-80 
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List  of  Public  Laws 

Last  Listing  March  21, 1980 

This  is  a  continuing  listing  of  public  bills  from  the  current  session  of 
Congress  which  have  become  Federal  laws.  The  text  of  laws  is  not 
published  in  the  Federal  Register  but  may  be  ordered  in  individual 
pamphlet  form  (referred  to  as  “slip  laws”)  from  the  Superintendent 
of  Dooiments,  U.S.  Government  Printing  Office,  Washington,  D.C. 
20402  (telephone  202-275-3030). 

S.  2225  /  Pub.  L  96-214  To  provide  that  receipts  from  certain  sales 
of  items  by  the  Sergeant  at  Arms  of  the  Senate  to  Senators 
and  committees  and  offices  of  the  Senate  shall  be  credited 
to  the  appropriation  from  which  such  items  were  purchased. 
(March  24, 1980;  94  Stat.  122)  Price  $1.00. 

Documents  Relating  to  Federal  Grant  Programs 

This  is  a  list  of  documents  relating  to  Federal  grant  programs  which 
were  published  in  the  Federal  Register  during  the  previous  week. 

APPUCATIONS  DEAOUNES 

18123  3-20-80  /  HEW/HDSO — Child  Welfare  Research  and 

Demonstration  Grants  Program;  availability  of  funds; 
apply  by  5-19-80 

17073  3-17-80  /  HEW/NIE — ^Program  of  research  grants  on 

knowledge  use  and  school  improvement;  applications  by 
•5-13-80 


OTHER  ITEMS  OF  INTEREST 

18046  3-20-80  /  CSA — Small  Town  Emphasis  Program;  waiver  of 

non-Federal  share  requirement 

18483  3-21-80  /  HEW/Assistant  Secretary  for  Planning  and 

Evaluation — ^Revised  notice  of  intent  to  initiate  National 
Long-Term  Care  Channeling  Demonstration  Program  and 
to  solicit  grant  applications 

18330  3-20-80  /  HEW/HDSO— Cooperative  research  and 

demonstration  grant  priorities;  fiscal  year(s)  1980  and/or 
1981;  comments  by  3-20-80  (NO  applications  at  this  time) 

18353  3-20-80  /  HEW/HDSO — Request  for  peraons  to  serve  on 

National  Institute  of  Handicapped  Research's  scientifrc 
peer  review  committees  to  review  grant  applications, 
fiscal  year  1980 

17636  3-19-80  /  HEW/OE — ^Elementary  and  Secondary 

Education  grants;  notice  of  intent  to  compromise  a  Title  I, 
ESEA  audit  claim  against  New  Jersey  Department  of 
Education;  comments  by  5-5-80 


18207  3-20-80  /  Justice/NIJ — ^Law  Enforcement  Equipment 

Standards  Program;  competitive  research  cooperative 
agreement  program  to  conduct  assessment;  preliminary 
proposals  postmarked  by  5-15-80 

17702  3-19-80  /  Justice/NIJ — Solicitation  regarding  competitive 

research  grant/cooperative  agreement  to  support  two 
phase  study  of  impact  of  community  environments  on' 
supervised  ofienders;  apply  by  4-24-80 

MEETINGS 

18487  3-21-80  /  HEW/OE — ^Application  preparation  workshops 

for  the  National  Demonstrations  for  the  New  Concept 
Special  Services  and  the  Special  Emphasis  Upward  Bound 
project  applicants,  Washington,  D.C,  4-14  and  4-18-80 

18207  3-20-80  /  NFAH — ^Humanities  Panel,  Washington,  D.C. 

(closed),  rescheduled  from  3-27  and  3-28-80  to  3-29-80 

(See  also  45  FR  11965,  2~22-80J 

18207  3-20-80  /  NFAH — ^Humanities  Panel,  Washington,  D.C. 
(closed),  4-2, 4-3, 4-9,  4-10,  4-28  and  4-29-80 

18208  3-20-80  /  NFAH — Media  Arts  Panel  (Challenge), 
Washington.  D.C.  (closed),  4-7-80 

18208  3-20-80  /  NFAH — Visual  Arts  Panel  (Building  Arts), 

Washington,  D.C.  (closed),  4-9  and  4-10-80 

18207  3-20-80  /  NFAH — Humanities  Panel,  Washington,  D.C. 

(closed),  4-11-80  • 

18208  3-20-80  /  NFAH — ^Humanities  Panel,  Washington.  D.C. 
(closed),  4-15  and  4-16-80 

18208  3-20-80  /  NFAH — ^Humanities  Panel,  Washington,  D.C. 

(closed).  4-25-80 


